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Pesticide products contammg (apsmcm as an active mgrechent have been regmtered
since 1962. Currently, capsaicin is registered in ten products as an animal and insect
repellent. It is used to repel dogs in the case of attack, and repel insects, birds, and a

variety of other animals from crops, non-food plants, and specific resxdenual areas. This
- document focuses only on the active ingredient capsaicin. o

The Agency is basing its mregistraﬁon decision for capsaicin on a risk management
decision. Precautionary label statements gre required which should reduce poteatial
environmental exposure. Further, the Agency has no significant concerns regarding
capszicin's toxicity.to humans. Therefore, the Agency believes capsaicin can be used
without causing unreasonable adverse effects in people or the environment and that all
products containing capsaicin as an active ingredient are ehg:lblc for reregistration.

. Before reregistering each product the Agency is requmng product spec1ﬁc data to be
submitted within eight months from the issuance of this document. After reviewing these
data and the revised labels, EPA will determine whether or not the conditions of FIFRA
~ Section 3(c)(5) have been met for each product. The product will be reregistered if its
composition and labeling are acceptable, and its uses will not cause unreasonable adverse
effects to humans or the environment. End-use products containing capsaicin in combination
with other active ingredients will not be reregistered until the Reregistration Eligibility
Documents for all active ingredients contained in that product are issued.



L INTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was
amended to accelerate the reregistration of products with active ingredients registered
prior to November 1, 1984, The amended Act provides a schedule for the
reregistration process to be completed in nine years. There are five phases to the
reregistration process. The first four phases of the process focus on ideatification of
data requirements to support the reregistration of an active ingredient and the
generation and submission of data to fulfill the requirements. The fifth phase is 2 -
review by the U.S. Environmental Protection Agency (referred to as “the Agency®) of
all data submitted to support reregistration. .

_ Section 4(g)(2)(A) of FIFRA states that in Phase 5 "the Administrator shall
determine whether pesticides containing such active ingredient are eligible for
reregistration” before calling in product-specific data, section 4(2)(2)(B), and either
reregistering products or taking “other appropriate. regulatory action,” sections
4(g)(2)(C) and (D). Thus, reregistration involves a thorough review of the scientific _
data base underlying a pesticide’s registration. The purpose of the Agency’s review is
to reassess the potential hazards arising from the curreatly registered uses of the
- pesticide; to determine the need for additional data on health and environmental
effects; and to determine whether the pesticide meets the no "unreasonable adverse

effects” criterion of FIFRA Section '3(:;)(5)..

This document presents the Agency’s decision regarding the reregistration
eligibility of the active ingredient capsaicin. The document consists of five sections.
Section I is this introduction. Section II describes capsaicin, its usés and regulatory
history. Section III discusses the human health and environmental assessment based
on the data available to the Ageacy. Section IV discusses the reregistration eligibility
decision for capsaicin and Section V discusses product reregistration requirements.
Addiﬁo::al details concerning the Agency ’s review of available data are available on
request. ' o - _ = :

EPA's reviews of specific reports and information on the
set of registered uses considered for EPA's analyses may
be obtained from: EPA, Freedom of Information , 401, M
st., S.W., Washington, D.C. 20460.



B.

Chemical Name: S-meﬂlyl-n-i*igjnyl?ﬁ-non

Empirical Formula: C,H,NO,

_Common Name: Capsaicin

CAS Number: 404—86-4

Office of Pesticide Programs Chemical Code: 00611

Basic Sources: oleoresin extract of the Capsicum red pepper

'mzmﬁn'

The following is information on the registered use with specific use sites and

apphcatxon methods A detailed table of eligible uses of capsaxcm is in Appendix A.

: 'I‘ype of Pesuud_e. bxochenucal pesticide, animal and insect repe]lent

Pects Repel]ed birds, moles, deer dogs, insects, mbbzts squu're]s

Registered Use Sites:

Terrestrial Food - fruits (mcludmg berries), vcgetables, grains

Terrestrial Non-Food - ornamental plants, trees, and flowers (mcludmg mses)

and shrubbery

Residential Outdoor - omamental plants, trees, and shrubs, garbage bags,

lawns or gardens. S

Residential Indoor - crack and crevice, ant trails carpets and upholstered
furniture

Formulation Types Registered:
Dry powder, liquid formulation and liquid spray ground



Method and Ratss - | -
of Application: Types Of Treatment: Rinse, acrial application, spray

Equipment: aircraft, ground hoom, pump spray bottle, spray
o ~ container, shaker can, hydraulic sprayer :
Timing: As directed by product label
- | Bam_o.f_Amhsamn From dose cannot be calculated to six
Use Practices _ .
- Limitations: Refer to precautionary label statements.

C.  Regulatory History
. The United States Department of Agriculture first registered a pesticide

product with capsaicin as a single active ingredient in 1962. This product was a dog-attack
repellent, a use that is still registered 30 years later, Currently, there are ten registered o
products containing the active ingredient capsaicin. These products are granular, liquid, and
dust formulations, which are used for the control of birds, animals, and insects and arachnids
in houses, gardens, crop lands, and forests. The Agency has also registered capsaicin in
combination with garlic (Allium sativum) or oil of mustard (ally! isothiocyanate).

On November 26, 1991 the Agency classified capsaicin as a biochemical
pesticide because it is a naturally occurring biological substance and because it has a non-
toxic mode of action. The source of capsaicin derives from the oleoresin of pepper plants of
the genus Capsicum. : T o = |

m. . . R . :
" EPA has reviewed the scientific data base for capsaicin relying on information
submitted by the registrants. These are cited in Appendix C. |
‘A.  Product chemistry Assessment
| The active ingredient capsaicin (oleoresin of capsicum) is generally obtained
by grinding dried ripe fruits of Capsicum frutescens L. (chili peppers) into a fine powder.

The oleoresin may be obtained by distillation of the powder in an appropriate solvent, and
evaporation of the solvent to yield the liquid oleoresin and associated fatty matter. The fatty

3



matter is mmoved by dwanung or filtration. The resultmg red&sh-brown liquid is very
thick; while little odor is associated with the oleoresin, the taste is extremely pungent (XS,

nmsmmm.mm.

The mamxfacmnngpmcessusadby the primary supplier (Kalsec, Inc.) to
obtain capsaicin powder and oleoresin has been described. Briefly, the peppers are ground,
extracted with food grade hexane with the resulting extract being filtered through
diatomaceous earth. Following distillation to remove the hexane (level will'not exceed 25
ppm), the raw extract is analyzed for color intensity and capsaicinoid content, and then
‘placed in storage for use in finished products. Batching operations are product-specific with
. sequential samples takenafterthebatchngprocesstomsurethattheﬁmshedpmduct
conforms to specxﬁcauons

Upon final approval the product is packaged and shipped. All opcmnons are
conducted according to Good Manufacturing Procedures. 2

B.  Human Health Assessment
1. Toxicology Data Base

The potenual nsks to bumans fmm both d:etary and occupational exposure
are considered neghgxble due to the long history of use by humans as a food
additive/component without any indication of deleterious health effects. Due to the nature of
the subject compound it is unlikely that products containing capsaicin will have adverse :
effects on buman health. Consequently, all toxicology data tequu'ements have been satisfied.
No addmonal generic data will be required.

2mmn.ﬁmnm

: In the absence of toxmologlcal concerns from ingestion of capsaicin because
of its presence in the human diet, the Agency has waived the requirements for the submission
of residue data. However, a tolerance exemption under Federal Food, Drug, and Cosmetic
Act (FFDCA) Section 408 will be established for capsaicin for all currently registered food

? gee bibliography reference 1
| 4
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' In Section II the Agency provides a brief description of the types of product
formulations, application methods and sites. The ground formulation can be applied from the
ground or by air as a dust to the foliage of growing crops or with a granular applicator (or
shaker can). The labels require a minimum of 7 days between applications. Bxcept for the
ready-to-use pressurized product the liquid formulations are diluted with water and broadcast
sprayed by aircraft, ground boom, band-held garden hose, and airblast spray equipment.
| Based on the application methods and formulation types, the poteatial for
eyc, dermal and inhalation exposure to mixers, loaders and applicators does exist. In
addition, the potential for post-application exposure may be significant from the foliar
treatments applied prior to harvest since pre-harvest intervals are being removed from the

- Based on the Iack of significant toxicological concerns for capsaicin, there
are no additional exposure data required at this time. . '
4. Human Risk Assessment

The potential risks to.hhmans from both dleta.ry and occupatidnal exposure
are considered negligible due to the long history of use by humans as a food
additive/component without any indication of deleterious health effects.

Due to the nature of the kubject co‘mpound and the mquu'ed precautionary
statements on the label, EPA concludes that products containing capsaicin will not have
adverse effects on buman health, - ; .

~ The basic data requirements for a biochemical pesticide consist of the Tier I
ecological effects studies. Eavironmental fate (Tier I) and additional ecological effects (Tier
II) studies are not required for biochemical pesticides unless adverse effects are observed in
Tier I studies. As described below, the Tier I studies have been waived for capsaicin.

' 1. Ecological Bffects Data —

_ The Agency has no ecological effects or environmeatal fate data on
capsaicin. As a biochemical pesticide, a reduced data set of four studies would normally be
required: an acute avian oral study, a subacute avian dietary study, a 96-hour fish study, and
a 48-hour aquatic invertebrate study (guideline requirements 154-6, 154-7, 154-8, and 154-9,

5
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reqmred an acute avian oral study, a subacute avian dietary study, a 96-hour fish study, and

a 48-hour aquatic invertebrate study (gmdelme requirements 154—-6 154-7 154-8, and 154-9,
respectively). In the case of capsaicin, the Agency believes that its unique repellent
properties, in oon_;uncnon with appropriate label restrictions, can limit the exposure to non-
target species so that waivers can be granted for these ecologml effects stndles

- The basis for the Agency’s position is as follows - Capsaicin is a strong and

nnmed:ately-actmg irritant by both dietary and dermal routes of exposure. As such, one of

the uses is as a bird repellent. Therefore, for birds and other terrestrial species, the Agency.
assumes that these animals will avoid exmswe and prolonged exposure and thus minimize
risk. :

- However, it should be noted that a bird feeding study (Blumberg, 1990) reported that
capsaicin did not repel birds because birds do not recognize capsaicin as "hot” since they do
not have capsaicin sensitive receptors, and a report of a second bird feeding study (letter of
6/2/82, from E. Schafer) states that *.... based on very limited data, I would expect that a
bird repellent material composed of cth pepper and garlic or their powders would have
minimal effectiveness in the field for its intended puxpose on seed-eating buds "

~ EPA assumes that the product performance studies required by 40 CFR 158.640,
footnote 1, showed that the product worked as a bird repellent. Although, for this type of
product, these efficacy studies must be performed, they are not normally required to be
submitted to the Agency unless, on a case-by-case basis, the Agency decides that review of
the studies is necessary. In order to resolve this apparent discrepancy, the EPA will call in
and review the product performance studies for birds. If these data support the Agency’s
rationale concerning exposure of terrestrial animals, avian study requirements will be waived.

EPA will also call in and review the product performance studies for the insect
repellent labels since one label claims insecticidal activity for a mixture of this active - _
ingredient and another pesticide. This call-in is necessary since both active mgredmnts were
believed to have a non-toxic mode of action to the target pest; they have been classified as

- biochemical pesticides. If this is not the case, then product reclassification may be warranted.

- With respect to aquatic exposure, in Ueu of requiring the two aquatic studies, the
amount of aquatic exposure can be minimized by restrictive label statements. In contrast to
mobile terrestrial species, fish and aquatic species are not able to avoid chemicals that have
become mixed with, or dispersed in, their habitat. Given the lack of information on toxicity
to aquatic species and our inability to estimate exposure, there is great uncertainty about the

r1isk to the aquatic species. However, the Agency has found no reports of adverse

environmental effects from the previous use of this registered pesticide. As a precaution, the
potential risk may be reduced by reducing the possibility of aquatic exposure. Therefore, the

following statements will be required on the label under the general heading "Precautionary
Statements" and under the subheading "Eavironmental Hazard": *This product may be toxic
to aquatic organisms. Do not apply to or allow runoff to reach lakes, streams or ponds. Do

6



not contaminate water b'y c]mﬁing of equipment or disposal of wastes.” In addition, the
Agency will require a maximum application rate on all labels. '

' * Because capsaicin is & biochemical pesticide, the requirement for
environmental fate data is contingent upon the results of Tier I ecological effects data .
requirements. Since the ecological effects studies have been waived contingent on labeling to

mducee:q)osure,noeuvimnmmta]fateda:_awi}lbem@ﬁred.‘ :

T - The Agency does not foresee the potential for significant risks
associated with the specified use of capsaicin, given the labeling restrictions. No hazard or
exposure issues have been identified that need to be addressed further, Therefore, no
ecological effects or environmental fate data are required to support the reregistration of

Section 4(g)(2)(A) of FIFRA calls for the Agency to determine, after submission of _
relevant data concerning an active ingredient, whether products containing the active
ingredient are eligible for reregistration. The Agency has previously identified and required
or waived the submission of the generic (i.e., active ingredient specific) data required to
support reregistration of products containing capsaicin as an active ingredient. The Agency
has completed its review of these generic data and other relevant information and has
determined that the data are sufficient to support reregistration of products containing
capsaicin. Appendix B identifies the data requirements that the Agency considered as part of
its determination of reregistration eligibility of capsaicin. Appendix C identifies references

of information the Agency relied upon for its assessments.

- The data and information identified above are sufficient to allow the Agency to
conduct a reasonable risk assessment for the registered uses of capsaicin. The Agency
therefore finds that all products containing capsaicin as an active ingredient for the specified
use patterns are eligible for reregistration (See Appendix A for use patterns). The
reregistration of particular products is addressed in Section V of this document ("Product
Reregistration"). _ . a .

Although the Agency has found that products containing capsaicin are eligible for
reregistration, it shouldbeunderstoodthattheAgencymaytakea‘ppropﬁatcregﬂm:y
action, and/or require the submission of additional data to support reregistration of products
containing capsaicin, if new information comes to the Agency’s attention or if the data
requirements for registration (or the guidelines for generating such data) change.

7



The Agency will pmpose a tolerance exmphm for capsaicin under FFDCA Secuon
408 for all cur:ently mgxstered food uses.

Based on consideration of information about the active mgrechent capsaicin and
the registered use patterns, the products containing this active ingredient are eligible for
reregistration. Section 4(g)(2)(B) of FIFRA calls for the Agency to obtain any nesded
product-specific data regardmg the pesticide after a determination of eligibility has been
made, The Agency will review these data and detc:mme whether to reregxster individual
products. _

. B. B I I S . ﬁ D I B . . .| -
The product-specific data requirements are stated in Appendix D.
c. . . . . V . ) _. . . .

1. The labelmg of all products must comply with EPA’s current regulations and
requirements. Follow the mstrucuons in the Product Remglstranon Handbook with respect
to labels and labclmg _

. 2. The Agency in Section Il above descnbes certain deﬁclencxes regaxdmg
protection of workers and aquatic species and states that label changes are necessary to
support the Agency’s conclusion that the use of capsaicin products would not cause
unreasonable risks. These label mquuements are:

a. For products containing capszucm as the only acnve ingredient the
envnonmcntal precaution: )

*This product may be toxic to aquanc organisms. - Do not apply to or allow
sunoff fo reach lakes, streams and ponds. Do not contaminate water by cleaning of
“equipment or d.lsposal of wastes.*”

~ b. For labels with no maximum application limit of capsaicin on the label,
registrants must include proposed maxnnum apphcatlon rates for terrestrial food and
terrestrial non-food uses. )



k)

. c. Registrants must delete from their label a statement for a pre-harvest
m for products containing capsaicin since the Agency will propose a tolerance
exemption for capsaicin under FFDCA Section 408 for all currently registered food uses.






APPENDIX A

Capsaicin Use Patterns Subject to Reregistrétion‘ |
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APPENDIX B

Generic Data Requirements for Reregistration of Capsaicin
Data Citations Supporting Reregistration
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E TO APPENDIX B

- Appendix B éon’tains listings of data requirements which support the reregistration for
the pesticide covered by this Reregistration Eligibility Document.

Appendix B contams genenc data requirements that apply to the pesuelde in all
products, including data requirements for which a "typical formulation™ is the test substance.

The data table are generally organized according to the following format:

1 Data Requirement (Column 1). The data requirements are listed in the order
in which they appear in 40 CFR Part 158. The reference numbers accompanying each test
refer to the test protocols set out in the Pesticide Assessment Guidelines, which are available
from the National Technical Information SC!‘VICC 5285 Port Royal Road, Spnngﬁeld vA
22161 : ;

. 2. Use Pattern (Column 2). Thi's column indicates the use patterns to which the
data requirement applies. The following letter designations are used for the given use
patterns:

A Terrestrial food

K Residential outdoor

0 Residential indoor

Any other designations will be defined in a footnote to the table.

3. Bibliographic citation (Column 3}. If the Agency has acéeptable data in its
files, this column lists the identifying number of each study. This normally is the Master

‘Record Identification (MRID) number, but may be a GS number if no MRID number has

been assigned. Refer to the Bibliography Appendices for a complete citation of the study.
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APPENDIX C

- Citations Considered to be Part of the Data Base
Supporting the Reregistration of Capsaicin
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OFFICE OF PESTICIDE PROGRAMS
'REREGISTRATION ELIGIBILITY DOCUMENT
| BIBLIOGRAPHY

Chemical Name: Capsaicin

1. Letter from J. Gordon Dixcn, ARI, dated December 1991, providing a description of the

manufacturing process, including composition and purity of starting and intermediate materials:

a complete list of the names and amounts of ingredients in the products; physical and chemical
properties, descriptions of analytical methods used to determine the identity and concentrations

of active ingredients and impurities, in sufficient detail to permit repetition and validation of
those methods; results o analytical procedures including raw data; and a theoretical discussion

of the impurities which may be sent in the product--e.g., unreacted starting materials or products’
formed by degradanon of the active ingredient and the reasons why such unpunnes might not
be present in the product
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fnd n k4 . % )
7k UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
iw i | 'WASHINGTON, D.C. 20450

'.44 m‘i“\'
FilY 2
PR NOTICE 91-2 R ...\ S
' ' SUBSTANCES '

" NOTICE To_mumcrm;zs, PRODUCERS, FORMULATORS,
AND REGISTRANTS OF PESTICIDES :

ATTENTION: Perscns Responsible for Federal Registratibn of
' Pesticide Products. '

SUBJECT:  Accuracy of Stated Percentages for Ingredients
: Statenent _ . : ’

I.  PURPOSE: | | V o |

The purpose of - this notice is to clarify the Office of
Pesticide Program's policy with respect to the statement of
percentages in a pesticide's 1label's ingredient statement.
Specifically, the amount (percent by weight) of ingredient(s)
specified in the ingredient statement on the label must be stated

" as the nominal concentration of such ingredient(s), as that term is

defined in 40 CFR 158.153(i). Accordingly, the Agency has

- established the nominal concentration as the only acceptable label

claim for the amount of active ingredient in the product.
II. BACKGROUND | . |
'For some time the Agency has accepted two different methods of

identifying on the label what percentage is claimed for the

ingredient(s) contained in a pesticide. Some applicants claimed a
percentage which represented a level between the upper and the
lower certified limits. This was referred to as the nominal

‘concentration. Other applicants claimed the lower limit as the

percentage of the ingredient(s) that would be expected to be
present in their product at the end of the product's shelf-life.
Unfortunately, this led to a great deal of confusion among the
regulated industry, the regqulators, and the consumers as to exactly
how much of a given ingredient was in a given product. The Agency
has established the nominal concentration as the only acceptable
label claim for the amount of active ingredient in the product.

Current regqulations require that the percentage listed in the
active ingredient statement be as precise as possible reflecting
good manufacturing practices 40 CFR 156.10(g) (5). The certified
limits' required for each active ingredient are intended to

encompass any such "good manufacturing practice" variations 40 CFR
" 158.175(c) (3). : -

éganmuUannnwnUPu»r



The upper and lower certified limits, which must be proposed in
connection with a product's registration, represent the amounts of
-an-ingredient that may legally be present 40 CFR 158.175. The lower
‘certified limit is used as the enforceable lower limit for the
product composition according to FIFRA section 12(a) (1) (C), while
the nominal concentration appearing on the label would be the
routinely achieved concentration used for calculation of dosages
"and dilutions. ' :

The nominal concentration would in fact state the greatest
degree of accuracy that is warranted with respect to actual product
composition because the nominal concentration would be the amount
of active ingredient typically found in the product. .

It is important for registrants to note that certified limits
for active ingredients are not considered to be trade secret
information under FIFRA section 10(b). In this respect the
certified limits will be routinely provided by EPA to States for
enforcement purposes, since the nominal concentration appearing on
the 1label may not represent the enforceable composition for
purposes of section 12{a) (1) (C). : B ) .

III. REQUIREMENTS

As ’described”—belo_w under Unit V. " COMPLIANCE SCHEDULE," all
currently registered products as well as all applications for new
registration must comply with this Notice by specifying the nominal
concentration expressed as a percentage by weight as the label
claim in the ingredient(s) statement and egquivalence statements if
applicable (e.g., elemental arsenic, metallic zinec, salt of an

~acid). In addition, the requirement for performing sample analyses
of five or more representative samples must be fulfilled. Copies of
‘the raw analytical data must be submitted with the nominal
ingredient label claim. Further information about the analysis
requirement may be found in the 40 CFR 158.170. All products are
required. to provide certified 1limits for each active, inert
ingredient, impurities of toxitological significance(i.e., upper
limit(s) only).and on a case by case basis as specified by EPA.
These limits are to be set based on -representative sampling and

chemical analysis(i.e., quality control) of the product.

The format of the ingredient statement must conform to 40 CFR
156-lLabeling Requirements For Pesticides and Devices.

After July 1, 1997, all pesticide hqr.dimt statements must
be changed to nominal concentratien. A



3.

- IV. PRODUCTS THAT REQUIRE EFFICACY DATA

- All pesticides are required to be efficacious. Thersfore,
the certified lower limits may not be lower then the minimum
level to achieve efficacy.  This is extremely important for
products which are intended to control pests which threatan the
- public health, e.g., certain antimicrobial and rodenticide .

_products. Refer to 40 CFR 158.640.

In those cases where efficacy limits have been established,
the Agency will not accept certified lewer limits which are below
that level for the shelf life of the product. : ' '

V. COMPLIANCE SCHEDULE

As described earlier, the purpose of this Notice is to make
the registration process more uniform and more manageable for
- both the agency and the regulated community. It is the Agency's

- intention to implement the requirements of this notice as

smoothly as possible so as not to disrupt or delay the Agency's
high priority programs, i.e., reregistration, new cherical, or
fast track (FIFRA section 3(c)(3)(B). Therefore, h
applicants/registrants are expected to comply with the
requirements of this Notice as follows:

(1) Beginning July 1, 1991, all new product
registrations submitted to the Agency
are to comply with the requirements of this
Notice. .

(2) Registrants having products subject to _
reregistration under FIFRA section 4(a) are to
comply with the requirements of this Notice when
specific products are called in by the Agency
under Phase V of the Reregistration Progranm.

(3) All other products/applications that are
not subject to (1) and (2) above will have until.
July 1, 1997, to comply with this Notice.
Such applications should note "Conversion
to Nominal Concentration” on the application
form. These types of amendments will not be
handled as "Fast Track" applications but
will be handled as routine requests.

VI. ¥FOR FURTHER INFORMATION
Contact Tyrone Aiken for information or questions concerning

this notice on (703) 557-5024. | ;
“ & Zcndoay,

Anne E. Lindsay, Director
Registration Division (H=-7505
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states Environmental Protection Agency
washington, D. C. 20460

DATA CALL-IN RESPONSE

United

Form Approved
OMB No. 2070-0107

Approval Expires 12-31-92

;m.;cﬂ_n!m” Please type or print in ink.
Use . additional sheet(s) if necessary.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address 2. Case ¥ and Name

3. Date and Type of DCI_
PRODUCT SPECIFIC

-ARI, INC. 4018 cCapsaicin
BOX 999 : . : -
GRIFFIN GA 30224
4. EPA Product 5. 1 wish to 6. Generic Data 7. Product Specific Data
Registration cancel this 6a. |1 am claimimg a Generic 6b. | agree to satisfy Gereric Ta. My product is a MP and 7b. My product is an EUP and

Data requirements as indicated
on the attached form entitled
"Requirements Status and
Registrant’s Response."

product regis-
tratiot volun-
tarily.

Data Excmption because |
obtain the active ingredient
from the source £PA regis-
tration number listed below.

1 agree to satisfy the WP
requirements on the attached
form entitled "Requirements
Status arxd Registrant’s

Response "

I agree to satisfy the EUP

requirements on the attached

form entitled "Requirements
Status and Registrant’s

Response.™

7754-38 N.A. N.A.

B. Certification

I certify that the statements made on this form and all attachmenits are true, accurate, and complete.
| acknowledge that any knowingly faise or misleading statement may be punishable by fine, imprisonment
of both under applicahic law, ‘

Signature and Title of Company’s Authorized Representative

9. Date

10. Nome aof Company Conhtact

11. Phone Number




I'agem 1 of 2

United S

ates Environmental Protection Agency Form Approved

washington, bD. C. 20460
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

M8 No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Please read carefully the attached m:m:.:n..mo:m and supply the information requested on this form.
Use additional sheet{s) if necessary. i .

3. Date and Type of DCI
PRODUCT SPECIFIC

2. Case # and Name

1. Company name and Address’ o
-4018 Capsailciln

ARI, INC.
BOX 999 . . _ ID¥ 7754-RD-2292
"GRIFFIN GA 30224 EPA Reg. No. 7754-18 ’
: 14
4. Guideline 5. Study Title m Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement: I Reports | pattern Subs tance Frame Response
Nurber HERERE
L
Prod Chem - Biochemical
1%1B-10 Product identity ABC K O|EP 8 mos.
.151B-11 Manufacturing process (4} ABC K O|EP 8 mos.
1518-12 - -Discyssion of formation.of  (2) ABC K O{EP . 8 mos.

” ’ ununtent ional ingrdients . . :
151B-13 Analysis of samples (3 ABC K O|EP 8 mos.
151B-15 Certification of limits ABC K O|EP" 8 mos.
1518-16 Analytical methods ABC K O|EP B mos.
1518B-17 (b) Physical state ABC K O{EP 8 mos.
151B-17(f) Density ABC K O|EP 8 mos.
151B-17(1) pH ) ABC K O|EP 8 mos.
151B-17(1) Storage stability ABC K O|EP 8 mos.
151B~17 (m) . Viscosity ¢} ABC K O|EP 8 mos.
151B-17(n) Miscibility ) ABC K . O|EP 8 mos.
HWHWIHNROV " Corrosion characteristics ABC K QEP 8 nos.

10, Certification:

I certify that the statements made on this form and all attachments are true, accurate, and complete.

11 acknoul edge that any r:ct.:m_« false or misleading
| or both under applicabli Law.

Signature and fitle of Company’s Authorized nm_u_,nw.a:.m::m

statement may be punishable by fine, -imprisonment

11. Date

12. Mame of Company Contact

13. Phone Number
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United ;ﬂmwﬁw

Washington,

Environmental Protection Agency

D. C. 204060

REQUIREMENTS STATUS AND, REGISTRANT'’S -RESPONSE

Form Approved
OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink,
Use additional sheet(s) if necessary.

Please read nmmn?...«. the attached instructions and supply the information requested on this form.

1. Company name and Address

2. Case ¥ and Name -

3. Date and Type of DCI

(full text of certification 1y

on page oney.

ARI, INC. 4018 Capsa u,-n.uM-,_ PRODUCT SPECIFIC
BOX 999 ID# 7754-RD-2292
GRIFFIN GA 30224 EPA Reg. No. 7754-38
L 7 B
4. Guideline 5. Study Title m Progress | 6. Use 7. Test 8. Time 9. Registrant .
Requirement ’ iy ‘Reports | Pattern Substance Frame Response
Number e !
) o1 2 3
S L
Acute Youic - Biochemical
u..m_wml..—u Primary eye irritation ABC K O|EP 8 mos.
152B-14 Primary dermal irritation ARC K O|EP 8 mos.
.Hmwmle - Hypersensitivity incidents (5) ABC K O|EP 8 mos.
. " . . .
Efficacy - Invertcbrate Control Agents
' . 1mm.m.,aEqnnnlﬁnw
95-11 Laboratory ‘efficacy . (1,56) K M OJEP 8 mos.
evaluation .
[1licacy - Vertebrate Control Agents
96+-6 “Avian repellents 3% ABC K EP 8 mos
96-11 Rodenticides in orchards (1) ABC K EP 8 ...:OW.
96-18 Domestic dog and cat 4} ABC K EP 8 mos.
} repellents
96-19 ‘ Rrousing animal repellents ,,Su 3.&0 JK EP 8 mos.
_..::w_ to indicate nal.?;:c: as to information on this _uwan. Date
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AT N __‘< ) R

nited States Environmental Protection Agency
washington, D. C. 20460 .
FOOTNOTES AND KEY DEFINATIONS FOR CUIDELINE REQUIREMENTS

Case #§ and Name: 4018 Capsaicin

Key: WP = manufaclur ing-use product; P = end-use procuct; provided formulators purchase their active ingredient(s) from a moamu-n..oa source, they need not sutmit or cite
data pertaining to the purchased product INOIE: If & product is s 100 percent repackage of another registered product that is purchased, sihd any use for the product does
not differ from those of the purchased and registered source, users are not subject to any dsta requirements identified in the tables.); TEP = typical end-use product;
TGAl = technical grade of the active ingredient; PAl = “pure® active ingredient; PAIRA = “pure* active ingredient, radiolabeled, .

Use Categories Key: E - Aquatic nonfood outdoor

A - Terrestrinl fond crop B - Yerrestrial food feed crop C - lerrestrial nonfood ¢rop D - Agquatic food crop
F - Aguatic nonfood Industrial G - Agquatic nonfood residential # - Greephouse food crop | - Greenhouse nonfood crop J - Forestry .
K - Residential outdoor "L - Indoor food # - Indoor nonfood - N - Indoor Medical ) 0 - Indoor residentia

Footnotes: (the .r__o:.:n notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS _-_.E.ama_m;)z—.m RESPONSE form. )

Prod Chem - Biochemical

.Y 1 an experimental use permit is being sought, a schematic diagrsm end/or description of the manufecturing process witl suffice if the pesticide is not alresdy under
- tull scale production, ' . .

2 I the product is not alrendy under full scale production and sn ex

.. this information is available, .
-3 Required to support registration of esch manufacturing-use product and end use products produced by sh integrated formulation system, Deta on other end-use products

will be requiired on @ case-by-case basis. For ‘pesticides in the production stage, s rudimentary product snalytical method and dats will suffice to support an

perimental use permit is being sought, a discussion of impurities shall be sulmitted to the extent

© eaperimental use permit,
Required if test substance is dispersible with water.
Required if product is a tiquid. ’
Required if product is an emulsifioble liquid and is to be diluted with petroleum solvents.

© @ o

Acute Toxic - Biochemical

S Incidents must be reported, if they occur.

Efficacy - Irwertebrate Control hu».:nw

..* -The -agency :....a walved .,a__ remueirements to submit efficacy data for invertsbrate control agents for nonpublic heelth uses. Fowever, each registrant mmst ensure
through .nm.:.x.- :_.1. his products are efficacious when used in accordance with {abel directions and commenly accepted pest control practices, The registrant must
aa:&-”@ a_..n_..z::...:: the relevant date upon which the determination of efficacy is based.  The Agency reserves the right to require, on a nnu.o-s-nn-o basis (e.g
significent’ new wirs or beoefits data in cases of specinl reviews issi i ici oduc i i on
Aol V pecia eus) wi!_m.m_cs of efficacy data for any pesticide pr t, registered or proposed for registration

56 Available data on the insecticidal propertics of products containing Capsmicin indicates that these products repell. Registrants that make Label

,n_w_.anc_..»:_.:a..::_:a.i_cm:ra:nw,a . et it :
from kiflinge 1 ropell ! or cite dota. In lieu of submitting or citing data registrants have the ov:&... to change the Loabel ctaim




DRAFT COLIY

. Page 2 ol 2
United' S

ates Environmental Protection Agency
Wwashington, b. C. 20460
FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS

Case f§ and Name: 4018 Capsaicin

Footnotes (cont.):

Efficacy - Vertebrate Control Agents

1. The agency has waived all -nncr.man:pu to submit efficacy data for vertcbrate control agents unless the pes
as rodents, birds, bats, cenids, and skunks) that may directly or indirectly transmit diseases to humans. However, each registrant must ensure through testing that
his products ere efficacious when used in sccordance with lsbel directions end commenly sccepted pest contral prectices. The registrant must develop end maintain
the relevent dats wpon which the determination of efficacy is based. The Agency reserves the right to require, on & case-by-case basis (e.g., significant new uses
or benefits dats In cases of special reviews) submission of efficacy data for eny pesticide product, registered or proposed for registration when necessary.

The Agency has determined *hat sulmission of efficecy date is required to support the claims made for products claimed to repel vertebrate snimels.

ticide product bears a clsim to control vertebrates (such




United States Environmental Protection Agency
D. C.

Washington,

Page 1 of 1

20460

DATA CALL-IN RESPONSE

form Approved
oMB No. 2070-0107

Approval Expires 12-31-92

Use additional sheet(s) if necesscary.

INSTRUCTIONS: Please type or print in ink.

Please read carefully the attached instructions and supply the information requested on this form,

1. narﬂm:.\ name and Address
CHAMPON'S 100% NATURAL
2706 N.W. 915ST AVE

PRODUCTS, INC

2. Case #-and Name
4018

Capsaicin

3. Date and Type of DCI
PRODUCT SPECIFIC

‘CORAL SPRINGS FL 33065
4. EPA Product’ 5. 1 wish to 6. Gereric Data 7. Product Specific Data
Registration cancel this 6a. | am claimimg a Generic §b. | agree to satisfy Generic | 7a. My product is a M and 7b. My product is an EUP and
product regis- Data Exemption because | Data requirements as indicated | sgree to satisfy the WP ! sgree 1o satisfy the EUP
tration volun- obtain the active ingredient on the sttached form entitled requirements on the attached requirements on the attsched
from the source EPA regis- “Requirements Status and form entitled “Requirements form entitted "Requirements

tarily.

tration number listed below,

Registrant’s Response.®

" Response."

Status and Registrant’s

Status snd Registrant'’s
Response . ®

61966-2

N.A.

N.A.

8. Certification

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knnwingly false or misieading statement may be punishable by fine, imprisonment

or both under applicable taw,

Signature and title of Conpany’s Authorized Representative,

9. Date

10. Mame of Conpany Contact

1. Phone Number
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United States Environmental Protection Agency
Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Form Approved
OM8 No. 2070-0107

Approval Expires 12-31-92

Use additional sheet(s) if

NECeSSary.

INSTRUCTIONS: Please type or print in ink. Please read carefutly the attached instructions and supply the information requested on this form.

1. Company name and Address

2. Case ¥ and Name

3. Date and Type of DCI
PRODUCT SPECIFIC

CHAMPON'’S 100% NATURAL PRODUCTS, INC 4018 ﬁ.mﬁmmu..n.wﬂ
2706 N.W.. 91ST AVE . ID# 61966-RD-2298
"CORAL SPRINGS FL. 33065 EPA Reg. No. 61966-2
b
4. Guideline - S. Study Title w Progress | 6. Use 7. Test 8. Time 9. Registrant
Requirement m Reports | Pattern Substance frame Response
Nunber [
0 2 3
| L
Prod Chem - Biochowmical
151B-10 Product identity ABC K O|EP 8 mos.
151B-11 Manufacturing process (N ABC K O|EP B 50“.-
HWHWIHN\ Discussion of formation of (T4] ABC K O|EP 8 mos.
w ‘'ununtentional ingrdients :
151B-13 Analysis of samples (&3] ABC K O|EP 8 mos.
151B~15% Certification of Llimits ABC K O|EP 8 mos.
i51B~-16 Analytical methods ABC K OlEP 8 mos.
151B~-17(b) Fhysical state ABC K O|EP 8 mos.
151B-17(f} Deniity ABC K O|EP 8 mos.
151B-17(1i) il 63 ABC K O|EP 8 mos.
1518 17(1) Storage stability : ABC K O|EP 8 mos..
151B-17(m) Viscosity 8) ABC K O|EP 8 mos.
151B-17(n} Miscibility ") ABC K O|EP 8 mos.
151B-17 (o) Corrosion characteristics ABC K O{EP 8 mos.

10. Certification

Signature and Title of Company’s Authorized Represcntative

| certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment
or both under applicable taw. ’ .

11. Date

12. Nawe of Conpany Cantact

13. phone Number
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United: menam Environmental Protection >am:n<

Washington,

D. C.

20460

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

Form Approved
OoMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read careful ly the sttached instructions end supply the information requested on this form,

Use additional sheet(s) if nrcessary.

. noaﬂm..:.. name and Address

2. Case # and Name

3. Date and Type of DCI

(full text of certification is on page one),

CHAMPON’S 100% z>%cw>r PRODUCTS, INC 4018 Capsaicin PRODUCT SPECIFIC
2706 N.W. 91ST AVE . ID# 61966-RD-2298
CORAL SPRINGS FL° 33065 "EPA Reg. No. 61966-2 oo
L 4. Guideline 5. Study litle w Progress | 6. Use 7. Test 8. Time 9. Registrant
| Requirement H_u Reports | Pattern substance frame Response
D] Number C
S 0 1 2 3
L
. Acute Towic - Biochemical
© | 152B~13 Primary eye irritation ABC 'K ofEP 8 mos.
|152B~14 Primary dermal irritation ABC K G|EP 8 mos.
152B-16 Hypersensitivity in  fents = (5) ABC K. OlEP 8 mos.
- M - ) ,
. ffficacy - Invertecbrate Control Agents
R . Promises Treatments .
o 95-11 " Laboratory efticacy (1,56} K M OJEP 8 mos.
’ evaluation .
Elficacy - <...2n._.x.n~u Control Agents
omwm Avian repellents (n ABC K EP 8 mos
96-11 Rodenticides in orchards - (1) ABC K EP m.aom
W,mle Dopestic dog and cat T ABC K EP 8 EOW.
. repelients |
96-19. © Browsing u..:.as_.ﬂmum:n:”m (S} ABC JK EP 8 mos.
Initial 1o indicate nq.._:_?i_c: as to inforaation on this page .cmﬂm
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United States Environmental Protection Agency
" Washington, . C. 20460
FOOTNOTES AND KEY Um—uhz\aﬂ.—o.z.m FOR GUIDELINE REQUIREMENTS

Case # and Name: 4018 Capsaicin

DRAFT COPY _ _ L

Key: Wp = a.:?._.;n::‘..:.a.:na product; P = end use product; ﬁ._.o,...aaa_ formulatars purchase their active ingredient{s) from s registered source, they need not submit or cite
data pertaining to the purchased product. INDIE: If a product is o 100 percent repackage of another registered product that is purchased, snd any use for the product does
not difler from those of ‘the purchased and registered source, users are not subject to any data requirements identified in the tables.); TEP = typical end-use product; -

T1GA] = technical grade of the . active ingredient; PAl = "pure" active ingredient; PAIRA = "pure" active ingredient, radiolabeled.

Use Catogories Key: ’
A - Terrestrial food crop - 8 - Terrestrinl food feed crop C - Yerrestrial nonfood crop - D - Aguatic food crop € - Aquatic nonfood outdeor
F - Aquatic nonfond Industrial G - Aquatic nonfood residential H - Greenhouse food crop I - Greenhouse nonfood crop J - Forestry
K - Residential outdoo L - Indoor food M - Indoor nonfood W - Indoor Medicel 0 - Indoor residentisl

Footnotes: ihe (atlauing notes ere referenced in column two (5. mn_..-&,\ Title) of the REQUIREMENTS STATUS AND REGEISTRANT’S RESPONSE form.)

Prod Chem - Biochemical , ) ~
V 11 an experimental use permit is being sought, a schematic diagrem and/or description of the manufacturing process will suffice if the pesticide is not already under
_° full scale production. : : ’ . :

2 'If the product is nat already under full scale production and an enperimental use permit is being sought, e discussion of impurities shall be submitted to the extent
- this information. is available.

3 Required to support registration of each manufacturing-use product and end use products produced by an integrated formilstion system. Data on other end-use products
will ‘be required on o case-by-case basis. Ffor pesticides in the production stage, 8 rudimentary product anelytical method snd data will suffice to support an
experimentat use permit,

Requived 1f test substance is dispersible with water.

Required if product is a liquid. ’

Required if produrt is an esulsifiable Liguid and is to be diluted with petroleum solvents.

omo

Acute Voxic - Biochemical

3 Incidents must be reparted, il they occur,

‘Efficacy - Invertebrate n.x:qe‘ -Agents

1 The agency ._m.w waived ..i_ requirements Lo submit efficacy data for invertebrate control agents for nonpublic heslth uses. However, each registrant mmt ensure
through testing that his products are efficacious when used in accordance with label directions and commenly accepted pest control practices., The registrant must
nw,..mmﬂa.u and myintatn the relevant data upon which the determination of efficacy is based. The Agency reserves the right to _.oacmmn. on & case-by-case besis (e.g
significant new uses o benefits data in cases of special reviews) submissi 1 ici i 3 fon
e . : pe ) i1ssion of efficacy data for any pesticide product, registered or proposed for registration

56 "Available data on the incecticidal properties of pirroducts containing Capsaicin indicetes that these ....noa:n.-w repell. snmmm:.s:nm.n_.ua make |sbet

ﬂ_wmimn.*:_._._5_.!___312._:.. .r._.._.-.._.-o-.n._._a- . .. ., . .
from kitling" to “repelling, ¢ data. In lieu of submitting or citing data registrants haye the option to change the label claim
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DRAFT_COrY | o . _page 2 of

United States Bnvironmental Protection Agency
Washington, D. C. 20460

FOO'FNOTES >ZC‘RE< DEFINATLONS FOR GUIDELINE REQUIREMENTS

case # and Name: 4018 vammwmw:

Footnotes (cont.):

Efficacy - Vertebrate Control Agents

1

the agency has waived all requirements to submit efficacy data for vertebrate control agents uniess the pesticide product bears a cleim to control vertebrates {such

" a3 todents, birds, bats, canids, end skunks) thot may directly or indirectly transmil diseases 1o humans. However, each registrant must ensure through testing that

his products sre efficacious when used in accordance with lobel directions and comcnly accepted pest control practices. The registrant must develop snd maintein

" the relevant date upon which the determination of elficacy is based. The Agency reserves the right to require, on a case-by-case basis (¢.g., signlficent new uses

or benefits deta in cases of special reviews) submission of efficacy data for any pesticide product, registered or proposed for registration when necessary.

The Agency has ‘determined th .t sulmission of efficacy data is required to suppart the claims made for products claimed to repel vertebrate animsls.

s
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nited States Environmental Protection Agency

wm@m 1 of 1

washington, D. C. 20460
" DATA CALL-IN RESPONSE

Form Approved
OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink,

Use additional sheet(s) if npcessary.

Please read carefully the attached instructions and suppiy the m:q.o_....w:o: requested on this form.

1. Company name and Adkdress
NORTH HEALTH CARE
1515 ELMWOOD ROAD
ROCKFORD 1L 61101

_2. Case # and Name
4018 Capsaicin

3. Date and Type of OCI
PRODUCT SPECIFIC

4. EPA Product . 5.
Registration

Ctarijy.

1 wish to
cancel this
product regis-
tration volun-

6. Generic bata

7. Product Specific Data

6a. | am claimimg a Generic
Data Exemplion. because |
obtain the active ingredient
from the source EPA regis-
tration nunber Listed below.

&4b. | agree to satisfy Generic
Data requitements as indicated
on the attached form entitied
“Requirements Status and
Registrant’'s Response. ”

7a. My product is » WP and
| agree to satisfy the MUP
requirements on the attached
form entitled "Requirements
Status and Registrant’s
Response .

Th. My product is sn EUP and
1 agree to satisfy the EUP
requirements on the attached
form entitled “Requirements
Status and Registrant’s

Response.™

B6G68-1

N.A.

N.A.

B. Certification.

1 certity that the statements made on this form and all attachments are true, accurate, and complete,
I acknosledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

or both under applicable {aw.

Signature and Titie of Company's Authorized Ropresentat ive

9. Date

10. Name of Company Contact

11. Phone Number
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Page 1 of 2

pD. C. 20460

States Environmental Protection >©m:0<
washington,

z_.;QCHz—mzmuzq-.m STATUS AND zmnhmes.u.-m bmmgzmm

Form Approved
OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type of print in :.__..
Use additional shect(s) if necessary.

Please read carefully the o:mnsa instructions and supply the information requested on .n_:m form.

1. Company ...u:.n and ?.E:.nw
o NORTH HEALTH CARE

1515 ELMWOOD ROAD

2.

Case ¥ and Name
4018 Capsaicin

3. bate and Type of DCI
PRODUCT SPECIFIC
ID# B668B-RD-2293

" ROCKFORD Il. 61101 EPA Reg. No. B668-1-
v ;
4. n_._.,n_n...:m 15. Stydy, Title u Progress | 6. Use 7. Test ' B. Time 9. Registrent
Requi rement i ’ Reports | Pattern substance Frome Response
Number m 1 2 3
Prod Chrm - Biochemical
ol 151B-10 Product identity ABC K GlEP 8 mos.

- |151B-11 Harufacturing process . tH ABC K O|EP 8 mos.
151B-12 Discussion of formation of  {2) ABC K O|EP 8 mos.
: # " ununtentional ingrdients )
.151B-13 “analysis of samples 35 ABC K O|EP 8 mos.
151B~15 Certification of limits ABC K O|EP ) 8 mos.
1518B-16 Anatyticat methods ABC K O|EP 8 EOM..
151B-17(b) Phygical state ABC K O|EP 8 mos.
151B-17(f) bensity ABC K O|EP - 8 mos.
151B-17(i) ph t6) ABC K- O|EP 8 mos.
151B-17(1) Storane stability ABC K o|ep 8 mos.
151B-17(m) Viscosity 8) ABC K O{EP 8 mos.
151B~17(n}) Miscibility 0] ABC K O{EP 8 mos.
1951B-17(0) Corrosion characteristics ABC 'K OjEP 8 mos,

10, Certification

| certify that the statements made on this form and all attachments are true, accurate, and complete.
| acknosledge that any knowingly false or a:m_awn_:..a mﬁwﬂn....u..; a.m( be. u:_._.m:wv_o by q_:n

" or both under applicable [aw.

Signature and Title of Company’s Authorized Representative

impr i sonment

1. Date

12. Name of Company Contact

13. Phone Number




Page

2 of 2

United States Environmental Protection Agency

Washington,

REQUIREMENTS STATUS AND REGISTRANT ‘S RESPONSE .

D. C. 20400

Form Approved

OMB No. 2070-0107

Approval Expires 12-31-92

_zm_xcn:o.zm“ Please type or u..:.: in .:..r.

Use additional sheet{s) if necessary.

Please read carefully th

e attached instructions and supply the _332_&:0: requested on this form.

1.- Company name and Address

2. Case # and Name

3. pate and Type of DCL .

(full text of cei ::.‘.:__:: s on page oney.

_NORTH HEALTH CARE 4018 Capsaicin PRODUCT SPECIFIC.
1515 ELMWOOD ROAD - ID# 8668-RD-2293
ROCKFORD IL 61101 EPA Reg. No. B668-1 .
. . 1 . .
4. Guideline 5. Study Title ._w Progress. | 6. Use 7. Test 8. Time | 9. Registrant
Requi rement ﬁ_. Reports Pattern Substance Frame fesponse
Number L C
Nu [ 2 3
L
Acute Toxic - Biochomical
H.mm_leu vl.__s.i eye irritation ABC K OlEP 8 mos.
.| 152B-14 Primary dérmal irritation ABC K O|EP 8 mos.
152B-16 - “Hypersensitivity incidents 5) ABC ‘K O|EP 8 mos.
3 Efficacy - _rg...a_u_,ﬂn, Control Agents
: Promises Treatments
95-11 Laboratory efficacy {1,56) K M O|EP 8 mos.
- evaluation,
Efficacy - Vertcbrate Controt Agents
96-6 >4;aqu:m2a H ABC 'K EP 8 mos.
96-11 Roddenticides in orchards (h 1ABC K EP 8 mos
96-18 bomestic dog and cat ()] " |ABC K EP 8 nos
: repel lents .
96-19 Browsing animal repellents (1) ABC JK EP g mos.
Initial te indicate certification as to information on this vamm Date




United States Environmental
washington, D. C.

vmam 1

of -2

Protection Agency

20460

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

F oq._,.. Approved

oMB No. 2070-0107

-Approval Expires 12-31-92

"INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form,

Use additional sheet(s) if necpssary.

1. Company name and Address

2. Case ¥ and Name

3.

Date and Type of DCI
PRODUCT SPECIFIC

- XTTRIUM LABS INC 4018 Capsaicin
415 W PERSHING RD o IDF 5464-RD-2290
"CHICAGO 1L 60609 EPA Reg. No. 5464-6 .
e 1.4 ' ‘.

L. Guideline 5. Study Title W Progress | 6. Use 7. Test 8. Time 9. Registrant
_Requirement m. Repor ts Pattern Substance Frame Response
Number - L

. 6l 1|23

] L
Prod_Chem - Biochemical

151B-10 Product identity ABC K OjEP 8 mos.
151B-11 | Manufacturing process n ABC K O|EP 8 mos.
151B-12 Discussion of formation of (2) ABRC K OlEP 8 mos.
: o wnuntentional ingrdients

151B-13 Analysis of samples 3 ABC K Q Nmu. 8 mos.
151RB-15 Certification of limits ABC K- 8] m.m. B mos.
151B-16 Amalytical methods ABC K  O|EP 8 mos.
1518-17 (b) Physical state ABC K O[EP 8 mos.
151B-17(f) Densivy . ABC K O|EP 8 mos.
151B-17(1) pH 16) ‘|aBC K OfEP 8 mos.
151B-17(1) Storage stability ) ABC K OlEP 8 mos.
151B=17(m) Viscority #) ABC K O{EP 8 mos.
151B-17(n) Miihility 9} ABC K O|EFP 8 mos.
151B-17 (o) Corrosion characteristics ABC K OjEP 8 mos.

10. Certification

or both under applicable

bivw,

Signature and Title of Company's Authorized Representative

I certify that the statements mpde on this form and att attachments are true, accurate, and na.au—.mnn.
I acknowtedge that any knowingly false or misteading statement may be punishable by fine, imprisonment

11. Date

12. Name of Company Contact

. 13. Phone Nuwber




Page 2 of 2

, ;!:QMMMMm States Environmental Protection. Agency Form Approved
. washington, D. C. 20460 . _ oMB No. 2070-0107
REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE ) Approval Expires 12-31-92

TINSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information ..n&..awnna on this form.

Use additional sheet(s) 1! pecessary, - .

1. .noq.ﬂm:< name - and Address ‘ 2. Case # and Name . 3. Date and Type of DC)
'XTTRIUM LABS INC 4018 Capsaicin PRODUCT SPECIFIC
415 W PERSIING RD ) . . . - IDF 5464-RD-2290
CHICAGO 1L 60609 - EPA Reg. No. 5464-6

Ld - , -

4. cuideline. 5. Study Title & Progress | 6. Use . 7. Test B. Time ‘9. Registrant

_Requirement H—u Reports Pattern . Substance Frome Response

Number C

. 0§ 1 2 3

L
Acyte Tonic - Biochemical
152B-13 " primary eye irritation N ABC K O[EP 8 mos.
152B~14 ‘ Primary dermal irritation ABC K 0OJEP 8 mos.
 152B~16 . Hypersehsitivity incidents  (5) : {ABC K O|EP 8 mos.
" Efficacy - Invertcbrate Control Agents
: . Proemi ma..m Treatmonts . ) )
95-11 Loboratory-ef ficacy (1,56) 1 . K M O|EP ' 8 mos.
evaluation :
\ Efficacy - Vortebrate Control Aqents

96-6 Avian repeltents (4B] ABC K EP 8 mos.

96-11 Rodenticides in orchards (1) - ABC K EP . 8 mos.

96-18 Domestic dog end cat ) . ABC K EP: 8 mos.

. repeflents ) )

96~19 Browsing animal repellents (1) ABC JK EP 8 mos

Initial to indicate certifiration as to inf ti this po

(full teat of certifivation 1s on page ozs..uqa.,_ ron on 15 poge Date

T




Page

1 of 2

mﬂ:ﬁﬁm _:<_ﬂo:am:nm~ wﬂonmnw_o: Agency
washington, D. C. 204060

' REQUIR w.z ENTS STATUS AND REGI STRANT’ m Wmm PONSE

::_Hoa

Form Approved

oMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCT |ONS: Please type or

Use additionat shect(s) if nocessary.

print in ink,

Please read careful ly the attached instructions and supply the information requested on this form.

1. Company name and Address

2. Case # and Name

3. Date -:m Type of DCI

1 certify that the statemenis made on this __a...__ and all attachments are true, accurate, and complete.’
1 acknowledge that any knowingly faise or misleading statement am< be punishable by *__._m. :_ﬂ.._aoi.n:n
or both under wgf.....vr. Loaw.

Signature and Title of Company’'s Authorized Representative

Date

SEVANA CO. 4018 Capsaicin PRODUCT SPECIFIC
5336 E. EASTERBY DR, . ID# 47319-RD-2294
~FRESNO CA 93727 EPA Reg. No. 47319-1

7 ;
4. Guideline 5. Study Title Bl  erogress | 6. use 7. Test B. Time 9. Registrant
.Requirement ._g Reports Pattern Substance Frame Response
Nurber m 1 213
3
Prod Chom_ - Biochomical

. |151B-10 Product identity ABC K O|EP 8 mos.

| 151B-11 Manufacturing process. () ABC K O|EP 8 mos.
1518-12 Discussion of formation of -~ (2) ABC. K O|EP" 8 mos.

. w wwntentional ingrdients ’ ] .

151B-131. Analysis of samples (41} ABC K O|EP. B mos.
151B-15 tertification of limits ABC K . O|EP 8 mos.
HW.HwI.wm Analytical methods - ABC K O|EP B8 mos.
151B-17(b) ‘Physical state ABC K O|EP 8 mos.
151B-17(1) Bensity ABC K O|EP 8 mos.
.Hm“_.wwu“_..wamg pH (4) ABC K O|EP 8 mos.
151B-17(1) - Storage stability ABC K - O|EP 8 mos.

- | 351B-17(m) Viscosity @ ABC K O[EP 8 mos.

i 191B=17{n) Miscibitity %) ABC K OlEP 8 mos.

HM.HWIHQ AOV Corrosion characteristics ABC K O|EP g8 mos.
10. Cerxification 1.

12. Name of Company Contact

13, Phone Number
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United States Environmental Protection Agency
washington,

D. -C. 204060

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

Form Approved
oMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS : Please type or print in ink,

‘Use additiona! <heet(s) 1F necessary,

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name aret Ackdress

2.

Case ¥ arnd Wame

3. Date and Type of DCI
PRODUCT SPECIFIC

(full text of cortification is on page onc).

SEVANA CO. 4018 Capsaicin
5336 E. EASTERBY DR. A B ID# 47319-RD-2294
—umﬂmmzo CA w.u,qw.w EPA Reg. No. 47319-1
L " :
4. Guideline 5. Study Title m Progress | &. Use 7. Test 8. Time 1 9. Registrent
Requirement & Reports | Pattern Substance Frame Response
Number c .
gl 2 3
L
Acute Toxic - Biochomical
152B-13 Primary eye irritation ABC K O|EP 8 mos. -
152B-14 Primary dermal irritation -tABC K OlEP 8 mos.
HmNmIHm Hypersensitivity incidents 5) ABC K O|EP 8 mos.
M * . .
m:mauQ - Invertebrate Control Agents
Promises Treatments _ R .
95-11 Laboratory efficacy (1,58) K M O|EP 8 mos.
' ’ w<.o—cw~wo,:
Efticacy - Vertcbrate Control Agemis
wmlm( Avian repellents (§}] ABC ,,N EP | 8 mos.
9611 Rodent icides in orchards ) ABC K EP 8 mos
Om.l“_..mw Pomestic dog end cat (&} ABC K EP B8 mos
- repeltlents .
36-19 Browsing animal repellents (1) ABC T JK EP 8 mos
Co Initial to indicate cortification as to infr  ation on this page Date




Page 1 of 1

United States Environmental Protection Agency

Washington, D. C. 20460
DATA CALL-IN RESPONSE

Form Approved
OMB No. 2070-0107

Approvat Expires 12-31-92

Use additional sheet(s} if necessary.

INSTRUCTLONS: Please type or print in ink,

Please read carefully the attached instructions and supply the information requested on this form.

SRR Company name and Address
SEVANA CO.
6336 E. EASTERBY DR.

2. Case ¥ and Name
4018

Capsaicin

3. Date snd Type ‘of DCI
PRODUCT SPECIFIC

FRESNO CA 93727
4. EPA Product %. [ wish to
' Registration cancel this
product regis-
tration volun-
rarily.

" 6. Generic Data

7. Product Specific Data

6a2_. 1 am claimimg & Generic
Data Exemption because |
obtain the active ‘ingredient
from the source EPA regis-
tration. number Listed below.

6b. | agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
YRequirements Status and
Regisirant's Response.™

Ta. My product is a MUP and
I agree to satisfy the m¥
requirements on the attached
form entitled “"Requirements
Status and Registrent’s
Response. ™

Th. My prachxt s sh EUP and
I sgree to satisfy the EUP
requirements oh the attached
form entitled “Requirements
Status and Registrent's

Response. ™

47319-4

N.A.

N.A.

B. Certification

or both under applicable law.

Signature and Title ol Company’s Authorized Representative

“ 0 L) certify that the statements made on this form and all attachments are true, ‘accurate, and complete.
I -acknowledge that any knowingly false or misleading statement may be punishable by fine, :.ﬂ_...mo::m:n

9. Date

10. Hame of Company Contact

11. Phone Number




Page 1 of 2

United States
Washington,

D. C.

Environmental Protection Agency
20460

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

Farm Approved
oMg No. 2070-0107

Approval Expires.12-31-92

INSTRUCTIONS: mea.a type or print in ink. Please read carefully the attached instructions and supply the information reguested on this form.

Use additional sheet(x) if |

NeCessary.

1. Company name and Address
SEVANA CO.

5336 E. EASTERBY DR.

2. Case # snd Wame

4018 Capsaicin

3. Date and Type of DCI
PRODUCT SPECIFIC
ID¥ 47319-RD-2296

FRESNO CA 91727 EPA Req. No. 47319-4
P :
4. Guideline 5. Study Title m Progress | 6. Use T. Test 8. Time 9. Registrant
Requi rement m. Reports Pattern Substance Frame Response
Number AR ERE
L
Prod Chom - Biochomical
151B-10 Product ideptity ABC K C|EP 8 mos.
151B-11 Marwfacturing process tn ABC K O|EP 8 mos.
151B-12 Discussion of formation of ) ABC K O|EP 8 mos.
o Y ummtentional ingrdients
151B-13 Analysis of samples (3} ABC K O|EP 8 mos.
151B-15 Certification of limits ABC K O|EP 8 mos.
151B-16 Analytical methods ABC. K O|EP 8 mos.
151B-17 (b} _ Physical state 1ARBRC K O|EP 8 mos.
151B-17(f) Density -|ABC K O|EP: ' B8 mos.
1538-17(1) pht %) ABC K O|EP 8 mos.
151B-17(1) Stornge stability: . ABC K O|Ep 8 mos.
151B-17(m) Viscosity 8) ABC K O|EP 8 mos.
151B-17 (n} Mikcibitity ) ABC K O|EP 8 mos.
151B-17(0) Corrosion characteristics ABC K O|EP 8 mos.

10. Certification

I certify that the stalements made on this form and all attachments are true, accurate, and complete.
1 ‘acknowledge that any knowingly false or misieading statement may be punishable by fine, imprisorment

or both under applicable {aw.

Signature and litle of Company’s Authorized Representative

11. Date

12. Name of Company Contact

13. Phone Number




UUnited

Page 2 of* 2

b. C.

20460

states w:<~ﬂo:am:nmw Protection >Qm:o<
Washington,

REQUIREMENTS STATUS AND REGISTRANT'’S RESPONSE

Form Approved
OoMB No. 2070-0107

Approval Expires 12-31-92

| INSTRUCTIONS: Please type or print in ink,

Use additional sheet(s}) if necessary,

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address

2. Case # and Name

3. Date and Type of DC]

(tutl text of coertifrcation is on page one).

Date

SEVANA CO. 4018 - Capsaicin PRODUCT SPECIFIC
5336 E. EASTERBY DR. : IDF 47319-RD-2296
- FRESNO CA 93727 "EPA Reqg. No. 47319-4
- 14
4. Guidel ine 5. Study Title m Progress | 6. Use 7. Test 8. Time ‘9. Registrant
Requi rement nq. Reports | Patiern substance Frame Response
Number - [
, ol 2 3
L
Acute Toxic - Biochemical
HWNWT.HH. Primary eye irritation ABC K O|EP 8 mos.
1:152B-14 . Primary dermal irritation ABC K O|EP 8 mos.
, 152B-16 Hypersensitivity incidents  (5) ABC K OlEP 8 mos.
"
fificacy - Invertebrate Control Agents
Premises Treatments .
95-11 Laboratory efficacy (1,56) K M O|EP 8 mos.
cvaluat ion
m.:_;nt_.\n...ﬁu. - Vertcbrate fontrol Agents
96-6 Avian repellents (%)) ABC K EP 8 mos
96-11 fwxdenticides in orchards (N ABC K EP 8 —__.On....
‘96-18 Domestic dog and cat 13} ABC K EP 8 -.___OW-
repelients )
O,m..t.Hw Browsing animal repellents (1) ABC JK EP 8 mos.
Initial to indicate crrtification as to information on this page
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DRAT T oy , S e o
nited States Environmental Protection Agency
washington, D.~C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS
Case # and Name: 4018 Capsaicin

-JN Hp n.a..a::_un_:_.,:a.::. product; £ = end-use product; provided formutstors purchise their active ingredient{s) from » registered source, they need not submit or cite
data pertaining to the purchased product. [MDIE: If & product is s 100 percent repackage of another registered product that is purchased, and any use for the product does
not differ from those of the purchased and registered source, users are not subject to any data requirements identified in the tables.]); TEP = typical end-use product;

TGAI = technical grade of the active ingredient; PAT = “pure® active ingredient; PAIRA = “"pure" ‘active ingredient, _._wa.:a_an_na_.

Use Categories Kry:

A - Terrestrial fond crop 8 - Terrestrial food feed crop C - Terrestriasl nonfood crop D - Aquatic food crop E - Aquetic nonfood outdoor

F - Aguatic nontood Industrial 6 - Aquatit nonfood residentinl H - Greenhouse food crop I - Greenhouse nonfood crop 4 - Forestry .

K - fesidential outdoor L - Indoor food M. - Indoor nonfood "N - Indoor Medical 0 - Indoor residential
Footnotes: [The following notes are referenced in colum two (5. Study Title) of the REOUIREMENTS STATUS AND REGISTRANT'S RESPONSE form.)

Prod Chem - Biochemical
P If an experimental use permit is being sought, & schematic diagrem and/or description of the manufacturing process witl suffice if the pesticide is not slresdy under
full srale production. .
2 If the product is not already under full scale production and an eaperimental use permit is being sought, a discussion of impurities shall be submitted to the aatent
this information is avaitable. . : , ,
3 ‘Required to support registration of each manufacturing-use product and end use products produced by an integrated formulation system. Dsts on other end-use products
wiil be required on a cpse-by-case basis. For pesticides in the production stage, » rudimentary product analytical method and data will suffice to support sn
experimental use permit. : ' ’
" Required if test substance is dispersible with water.
“Required if product .is g liquid.
‘Reguired if product is an emulsifioble liquid and is to be diluted with petroleum solvents.

- N-

Acute Toxic - Biochewical

5 Incidents must be reported, if they otcur.

Efficacy - lnvertebrate Control Agents

1 The agency _:..a waived m: requirements to submit efficacy data for invertebrate control agents for nonpubl ic health uses. However, each registrant must ensure
through :..::x._ .?.2 his products are efficacious when used in accordance with label directions and commenly accepted pest control practices. The registrant must
an<a_cm. and myintnin the relevant dats upon which the determination of efficacy is based. The Agency reserves the right to require, on & case-by-case besis (e.p
significant new uses or benefits data in cases of special reviews) submission of efficacy data for an sticide product, registe : i on
when necessary. . Y pe P S red or proposed ao-. registration

]

36 Available data on the incecticidal properties of products containing Capsaicin indicates that these products repell. Registrants that make |abel

n__:._....c_.; _E_..::Jiiﬁcz:.h..:a..n:mam..__.. itti it ; b
from killing® to "epold gy, B In Lieu of mc?::_:e. or citing data registrants have the option to change the Llabel claim
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DRALT Copy __ o e o
Imited States Environmental pProtection Agency
Wwashington, D. C. 20460
FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS

Case f and Name: 4018 Capsaicin

nJ:.x., = ___.5.:...,1:__..:..‘:..... product; [P = end-use product; provided formulators purchase their active mzown&a::ﬂ from a registered source, they need not submit or clte
WOIE: If a product is m 100 percent repackage of another registered product that is purchased, and sny use for the product does

&z.ava-;_::.i.o the pui chased product . | i ) uc a 5
not differ from those al the purchased and registered source, users are not subject to any data requirements identified in the tables.); TEP = typical end-use product;

TGAL = technical grade of the artive ingredient; PAl = “pure" active ingredient; PATRA = “pure® active ingredient, radiolabeled.

Use Categories Key: - ’ . :
A - Jerrestrial fond vinp A - Terrestrial food feed crop C - Terrestrial nonfood crop D - Aguatic food crop E - Aquatic nonfood outdoor
F - Aquatic nonfomd Tchestriat 6 - Aquatic nonfood residential H - Greerhouse food crop I - Greenhouse nonfood crop 4 - forestry
K - Residential outdoeos L - trdoor food N - [ndoor nonfood ) N - Indoor Medical 0 - Indoor residential

Footnotes: [Ihe tollowing nates are referenced in column two (5. Study Title) of the REGUIREMENTS STATUS ANG um_..._m:;zq.u RESPONSE form. )

Prod Chem - Riochemical

VoAt an enperimentatl use permit is being sought, a schematic diagram and/or description of the manufacturing process will suffice if the pesticide is not alresdy under

. tull scale product ion. . , . - ‘

2 M the product is nat already under fuld scale production and an experimental use permit is beipg sought, a discussion of impurities shall be submitted to the extent
this information is available, .

3° Required to support registration of each manufacturing-use product and end use products produced by an integrated formilation system. Data on other end-use products

Wil be resurired an a ense-by case basis. For pesticides in the production stage, a rudimentary product snalytical method and data wit| suffice to support an
eaperfmental use permit . . ) : ’

Required if test substance is dispersible with water,

Required il product is o ligquid, )

Required if product is an emuisifiable liquid and is to be dituted wmith petroleum solvents,

LN

Acute Toxic - Biochewmital

5 .u:nmma:; mist be reported, if they occur,

Efficacy - _.!u..-n&...a.... Contral Agents

1" The agency ?...w wnived all reeprirements to submit efficacy data for invertebrate control sgents for nonpublic hestth uses. However, each registrant must ensure
through testing that hys Products are efficacious when used-in sccordance with label directions and commenly accepted pest control practices. The registrent st
nm<».£... end matntain the irlevant data upon which the determination of efficacy is based. The Agency reserves the right to wun::vo. on & case-by-case basis (e ]
significant. new uues o benelits data in cases of special reviews) submission of efficacy data for an sticide produc i i on
o acy Y pe ide pr t, registered or proposed for woa_wm__.-:o:

56 “Available data on the incecticidal properties of products containing Capsaicin indicates that these products repeli. Registrants that make {abel

claims of "Killing" witl pred 1o submit or cite data i it iti i ; ;
Trom killing® 1o w ATV Cite data. In lieu of submitting of citing data registrants have .:,.n cv:m: to chatge the label claim




DRAFT COUPY L L - . . Page 20t 2
nited States Environmental Protection Agency
Washington, D. C. 20460

TOO%ZO%:M AND KEY DEFINATIONS FOR GUIDELINE ZNOCHZWKWZEM

Ccase # and Name: 4018 Capsaicin

Footnotes (cont.):

Efficacy - Vertebrate Control Agents
1 The agency has waived sll requirements to submit efficacy data for vertcbrate control agents unless the pesticide product bears a claim to control vertebrates (such
: ss rodents, birds, bats, canids, and skunks) that may directly or indirectly transmit diseases to humans. However, esch registrant must ensure through testing that
his products are efficacious when used in eccordance with Llabel directions end commenly accepted pest control practices. The registrant must develop snd meintein
the relevant dats upon which the determination of efficacy is based. The Agency reserves the right to require, on a case-by-case besis (e.g., sign!ficant new uses
or benefits data *.q.i.l.nuwmm.smim@ special reviews) submission of etficacy data for any pesticide product, registered or proposed for registration when necessary. )
The Agency has determined th t submission of etficacy data is required to support the claims made for products ctaimed to repel vertebrate snimals.
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I'age 1 of ,_.

mwywmﬁ ﬁzc_ﬂosam
Washington,

DATA CALL-I

ntal rnOnoanO: >@m:0<
D. C. 20460

N zmmﬂozmm

form Approved
OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS; Please type or print in ink.

Use additional sheet{s} if necessary,

Please read carefully the attached instructions: and supply the information requested on this form.

1.- Company name and Address
SEVANA CO.
5336 E. EASTERBY DR.

2.

Case # and Name
4018 Capsaicin

. 3. Date and Type of DCI]
'PRODUCT SPECIFIC

&. Gereric Data

7. Product Specific Data

FRESNO CA 93727
4. EPA Product 5. 1 wish to
Registretion cancel this
product regis-
tration volun-
tarily.

ba. 1 am claimimg a Generic
Data Exemption because |
obtain the active ingredient
from the source EPA regis-
tration number Listed below,

tb. | sgree to satisfy Generic
Data requirements as indicated
on the attached form entitied

“Requirements Status and = -

Registrant’s Response.”

7a. My product is & MUP and

"1 agree. to satisfy the Mw
requirements on the sttached -

form entitled "Requirements
Status and Registrant’s

Response, ®

b, Ny product is an EUP and
| agree to satisfy the EUP
requirements on the attached
form entitled "Requirements
Status end aoa;n..l_n.
Response . ®

47319-2

L

N.A.

“N.A,

8. Certification

Y certify that the statements made on this form a

I acknowledge that any knowingly false or misleading statement may be

or both under applicable [nw,

Signature and Title of Company’s Authorized nnv;wa:amn_.\a

nd all attachments are true, accurate,

and complete.

n::_m__m_u_n by fine, imprisorment

9. Date

10. Mame of Conpany Contact

1i. Phohe Number




i‘fage 1 ol '

Washington, D. C. 20400
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

United States Environmental Protection Agency

ihg

Form Approved
OMB No. 2070-0107

Approvel Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.

Use additional sheet(s) if necessary..

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and-Address

2. Case # and Name
Capsaicin

4018

3. Date and Type of 0CI

PRODUCT SPECIFIC

SEVANA CO.
5336 E. EASTERBY DR. . : ID# 47319-RD-2295
FRESNO CA 93727 EPA Reg. No. 47319-2 ,
P
4. Guideline 5. Study Title m Progress | &. Use 7. Test 8. Time 9. Registrant
Requi rement m - Reports Pattern Substance frame Response
Number C
01t 2 3
L
Prod_Chem - Biochemical
151B-10 Product identity ABC ‘K C|EP 8 mos,.
"1%18-11 Mapufactur ing process (1) ABC - K O|EP B mos.
151B-12 Discussion of formation of 2y ABC K O|EP 8 mos.
' “ ' uuntentional ingrdients
151B-13 Analysis of samples (53] ABC K olEP B mos.
151B-15 certification of limits ABC K O[EP 8 mos.
1518-16 Analytical methods ABC K C(EP 8 mos..
151B8-17(b) Physical state ABC K |, OlEP 8 mos.
151B-17(f) Depsity - |ABC K OIEP 8 mos.
151B-17(1i) pH o ABC K O|EP 8 mos.
...H@Hmlwwﬁuw Storage stability ABC K. . O|EP 8 mos.
o HWH@IHNHEV Viscosity (8) ABC . K - QIEP 8 mos.
151B-17(n) Mistibility (9) ABC K OlEP 8 mos
151B-17 (o) Corrosion characteristics ABC K O{EP 8 Bom“

10. Certification

1 certify that the statements made on this form and all attachments are true, accurate, and complete.
1 acknowledge that any knowingly false or misleading statement may be punishable by fine, imprisonment

or both under applicahile law.

Signature and Titlte ot Company’s Authorized Representative

11. Date

.

12. Name of Company Cohtact

13. Phone Number




Page 2 of

20460

United States Environmental Protection Agency
’ Washington, D. C.

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE

form Approved
oM8 No, 2070-0107

Approval Expires 12-31-92

INSIRUCTIONS: Please type or print in ink,
Use additional sheet(s) if necessary.

Please read carefully the attached instructions and supply the information requested on this form.

V. Company name and Address

Case # and Name
4018 . Capsaicin

3. Date and Type of DCI
PRODUCT SPECIFIC

- (full rext of certificiion is on page onc).

. SEVANA CO. ,
5336 E.. EASTERBY DR. . ID# 47319-RD-2295
FRESNO- CA 93727 EPA Reg. No. 47319-2
- - 4 :
4. Guideline 5. Study Titte m Progress | 6. Use 7. Test B. Time 9. Registrant
Requi rement m Reports | Pattern Substance Frame Response .
Number C
i o] % 2 3
L
Acute Joxic - Biochemical
‘ .H@M,WlHu Primary eye irritation |ABC K OlEP 8 mos.
152B-14 Primary dermal irritation ABC K OIEP 8 mos.
152B-16 Hypersensitivity incidents  (5) ABC K O|EP 8 mos.
»
Efficacy - lnvertcbrate Control Agents
. ‘Premises Treatments
95-11 Laboratory efficacy (1,56) K M O|EP 8 mos.
evaluation .
Eificacy - Vertcbrate Control Agents
| 96-6 Avian repetlents . :v ABC K |EP 8 mos.
-1 96-11 Rodenticides in orchards (e} ABC K EP ‘ 8 mos.
96-18 Pomestic dog and cat 4} ABC K EP 8 mos.
repel lent's
96-19 Browsing animal repellents (1) ABC JK EP 8 mos,
Initial to indicate certification as to information on this page pate
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(R R S ] R A S T R _ _ o e
Inited states Environmental pProtection Agency
Wwashington, D. C. 20460
_.,OO.—.—,_“O._._.HM AND KEY DEFINATIONS FOR GUIDELINE NHOCHz-w:m-..—.u..m

Case # and Name: 4018 Capsaicin

a..J..w WP = ._...5:_:.:._. :Em:.:. product; FP = end-use product; provided formulators purchase their active ingredient(s) from a registered source, they need not !I;_ or cite
data pertaining to the purchased product. [NOTE: If p product is s 100 percent repackage of another registered product that is purchased, ,!.ﬁ any use for the product does
not differ from those of the purchased and registered source, users are not subject to any data requirements identified in the tables.]; TEP = typical end-use product;

IGAL = technical qradde of the active irgredient; PAL = “pureé" active ingredient; PAIRA = "pure" active ingredient, radiclabeled.

UIse Categories Key:

" A - Yerrestrial food crop’ 8 - Terrestrial food feed crop C - Yerrestrial nonfood crop D - Aquatic food crop E - Aquatic nonfood outdoor -
F - Aquatic nenfomd irdstrial G - Aquatic nonfood residential H - Greephouse food crop 1 - Greenhouse nonfood crop J - Forestry -
K - Residential outdoor L - Indoor food M - Indoor nonfood : N - Indoor Medical 0 - Indoor residentiel

Footnotes: (ke follguing notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT®S RESPONSE form.}

Prod Chem - Riochemical
1 If an experimental use permit is being sought, e schematic diagram sndfor description of the manufacturing process will suffice if the pesticide is not already under
~ full scale production. . '
2 11 the product is not already under full scale production and an experimental use permit is being sought, & discussion of impurities shall be submitted to the extent -
this information is available. : :

3 Required 1o suppat registration of each manufacturing-use product and end use products produced by an integrated formulation system. Data on other end-use products
wilt be required on a case by-case basis. for pesticides in the production stage, o rudimentary product analytical method and date will suffice to support an
m“.-x.::...j_m_ e prrmit. .
Required if test substance is dispersible with water,
Required if prodt is a liquid. ’
Required if product is an emulsifiable liguid and is to be diluted with petroleum solvents.

©»o

Acute Toxic - Biochemical

"5 Incidents must be veprtied, if they occur,

Efficacy - invertcbrate Contynl Agents

1 The agency :wz waived E_ requitements (o submit efficacy date for invertebrate control- agents for nonpublic health uses. However, 2..."-. registrent must ensure
through testing that. his products are efficacious when used in accordance with label directions and commenly accepted pest control prectices. The registrent must
a..!mmﬂ. and maintarn the ‘relevant data vpon which the deferminat ion of elficacy is based. the Agency reserves the right to require, on a case-by-case besis (e.g

. significant pew uves o bienefits dota in cases of special reviews) submissi i ici i i on

when necessary. ) : ission of efficacy data for any pesticide product, régistered or proposed for registration

56 Avail ﬁ . _ . . | | .
~ Availabte dara on the incecticidal i ini icin indi '

: xecticidal properties of products containing Capsaicin indicates that these products repell. Registrants that make |abel

n_m:..mo‘:r:_:.a..:___:...i_c,ﬁ:.as:o..a:aaﬁ._:‘ .‘ .. : ;
from kitling" 10 “iepelLinge. - ) A {1eu of sulmitting or citing data registrants have the.option to change the lsbel claim
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DPRATFT CUQ ;_‘u <. o L : Ll
United States knvironmental Protection Agency
Washington, D. C. 20460

._..OO..—.ZO._.._.E AND KEY DEFINATLIONS FOR GUIDELINE REQUIREMENTS

case # and Name: 4018 Capsaicin

Footnotes (cont.):

‘Efficecy - Vertebrate Control Agents

1- The sgency has waived all requirements to submit efficacy data for vertebrate control agents unless the pesticide product bears a claim te control vertebrates (such
as rodents, birds, bats, canids, and skunks) that may directly or indirectly transmit disesses to humans. ~Hosever, each registrant must ensure through testing that
‘his products are efficscious when used in accordance with labet directions snd commenly accepted pest control practicés. The registrant must develop snd meintain
the relevant dats upon which the determination of efficacy is based. The Agency reserves the right to require, on a case-by-case basis (e.g., significent new uses
or benefits dats in cases of speciat reviews) submission of efficacy data for any pesticide product, registered or proposed for registration when necessary.

The Agency has determined that sulmission ol efficacy date is required to support the claims made for products claimed to repel vertebrate snimels.




United

Page 1 of 1

Gtates Environmental Protection Agency
Washington, D.

C. 204060

DATA CALL~IN RESPONSE

Form Approved
OMB No. 2070-0107

Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink.
Use additional sheet(s) if necessary.

Please read carefully the attached instructions and supply the information requested on this form.

1. Company name and Address
XTTRIUM LABS INC
415 W PERSHING RD
CHICAGO IL 60609

2. Case # and Name
4018

Capsaicin

3. Oate and Type of DC)
PRODUCT SPECIFIC

L. EPA Product 5. 1 wish to

&. Generic Data

7. Product Specific Data

Registration cancel this
prioduct regis-
tration volun-
taricy.

Ga. 1 am ciaimimg a Generic
Data Exemption because |
obtain the active ingredient
from the source EPA regis-
tration number listed below.

6b, | agree to satisfy Generic
Data requirements as indicated
on the attached form entitled
“Requirements Status and
Registrant's Response.”

7a. My product is » WP and
| agree to satisfy the MUP
requirements on the attached
form entitled “"Requirements
Status and Registrant’s
Respoense . ™

7b. My product is an EUP and
| agree to satisfy the EUP
requirements on the attached
form entitlied "Requirements
status and Registrant’s

Response.*

5464-6 N.A. N.A.

8. Certification
[ certify that the statements made on this form and all attachments are true, accurate, and complete,

_mnx:o_;.aamn;im:xrna:.zn:;_mmo-.a;.»w&:mmns»e:.a:n:513@?5?3&3&(335:.ﬁlmo:_.mzﬂ
aor both under applicable 1ow, . ‘ :

Signature and Title of Company*s Authorized Representative

9. Date

10. Name of Company Contact |

1. Phone Nurber
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United States Enviremmental Protection Agency

o . Washington, D. C. 20460
FOO'TNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS

Ccase # and Name: 4018 Capsaicin

Footnotes {(cont.):

Efficacy - Vertebrate Control Agonts
vertebrate control agents unless the pesticide product bears a claim to control vertebrates (such

as rodents, birds, bats, cenids, snd skunks) that may directly or indirectly transmit diseases Lo humans. However, each registrant must ensure through testing that
his products ere 122.197 when used in sccordance with label directions end conmenly accepted pest control prectices. The registrant must develop wnd maintain
. the relevant data upon which. the determination of elficacy is based. The Agency rescrves the right to require, on a case-by-case basis (e.g., significant new uses
- or benefits dets in cases af special reviews) submission of efficacy data for any pesticide product, registered or proposed for registration when necessary.
- The Agency has determined thet submission of cfficacy data is required to support thé claims made for products claimed to repel vertebrate animals.

1 The -a.a.._n« has waived all _.mn:_.qn.!..:.m to submit efficacy data for
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‘Washington, . C. 20460
FOOTNOTES AND KEY UE%HZWHHOZW FOR GUIDELINE REQUIREMENTS

Case # and Name: 4018 Capsaicin

n...-."x_uu32:.:2:3_5.:&._:..1:2_.ﬂvuaa.caavno.»x?._u.,oiaaqona..._s-o..m!....n._mma.—_n:,on:sqmsa_.amo::ﬂ__..oa_-_.oamm-aﬂamo..:.nn.:..3. ..Koa:o”uﬁl:oq.,n:a
data pertaining to the purchased product. NOTE: 1f a product is a 100 percent repackage of another registered product that is purchased, and any use for the product does
nof. diffee from those of the purchased and registered source, users are not subject to any data requirements identified in the tables.]; TEP = typical end-use product;

= "pure® active ingredient, radiolabeled. ) . !

IGAI = technical grade of the-active ingredient; PAl = “pure* pctive ingredient; PAIRA =

Use Categaries Key: . .
€ - Aquatic nonfood outdoor

Anrrestrial food feed crop C - Terrestrial nonfood crop D - Aquatic food crop

A - Terrestrial food crop B -
I - Aquatic nondond Industiral 6 - Aquatic nonfood resident ial H - Greenhouse food crop I - Greenhouse nonfood crop d - Forestry
K - Residential outdon L Indoor food M - Indoor nonfood N - Indoor Medical 0 - Indoor residential-

Footnotes: (ihe following nates are referenced in colum two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE form.]

Prod Chem - Biochomical

A" 11 an experimental use permit is being sought, a schematic diagram snd/or description of the manufacturing process will suffice if the pesticide is not alresdy under

. full scale production..
2 1 the product is nat already under full scale production and an experimental use permit is being sought, & discussion of impurities shail be submitted to the extent

this irformition ix available. :
Required 1o support registration of each monufacturing-use product and end Use products produced by an integrated formulation system. Dats on other end-use products

3
will be requited on a case-by-case basis. For pesticides in the prodiction stage, n rudimentary product snalytical method and date will suffice to support sn
experimental use permit, : :

6 Required if test substance is dispersible with water,

B8 Requited if product is a liquid. .

9 Required if product is an emilsifiable liquid and is to be diluted with petroleum solvents.

Acute Toxic - Biochemical .

5 Incidents must be reported, if they oceur,

Efficacy - lnvertcbrate Control Agents

1 1he sgency ..:..,.. waived all 1equirements to submit efficacy data for invertebrate control agents for nonpublic heatth uses. . However, esch registrant must ensure
through :.ﬁ_:..a that his procucts are efficacious when used in accordance with label directions and commenly accepted pest na::.o_.u..-nZoou The registrant mst
Q..wcm_.o_”.. and maintain the relevant date upon which the determination of efficacy is based. The Agency reserves the right to ...nn__.:..n ona n-mn.g.n-”“ basis (e
significent new vses o beoetits data in cases of special reviews) submission of efficacy data for any pesticide product, qaamm»n_.!.__ or proposed for ..nnma,n...:.“..

when necessary.
t

36 ”ﬂﬂ_ﬂu..ﬂv._u“ mﬂﬂﬂ_.“”__a..w_ﬂ,m,ﬂaﬂﬂ.wrn ._.“.d”.ﬂ:.”ﬂnwﬂ..mwuo.aﬂ_.»oa.un_ﬂ....,maz.m,:.:a Capsaicin indicetes that these products repell, Registrants that make |obel
From kil lig" 10 vrepel L '© ¢ data. In tieu of submitting or citing data registrants have the option to change the label ctaim




United sStates
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Washington,

DATA CALL-T

Environmental Protection Agency

D. C. 204060
N RESPONSE

Form Approved
oMe No. 2070-0107

Approval Expires 12-31-92

INSIRUCTLONS: Please type or print in ink.

Use additional sheet{s) if necessary.

Please read carefully the attached ihstructions and supply the information requested on this form.

B

1, Company name and Address.

SEVANA CO.

5336 E. EASTERBY DR.

FRESNO CA

93727

2. Case ¥ and Name

4018 Capsaicin

3. Date and Type bf DCI,
PRODUCT SPECIFIC

4. EPA Product
Registration '

5. | mish to
cancel this
product regis-
tration volun-
tarily,

6. Generic Data

7. Product Specific Dates

&a. | am claimimg a Generic
Data Excmption because |
chtain the active imgredient
from the source EPA regis-
tration number listed below.

6b. 1 agree to satisfy Generic
Data requirements as indicated
on the attached form entitlied
"Requirements Status and
Registrant’s Response.*

Ta. My product is a MUP and
I agree to satisfy the MUP
requirements on the attached
form entitled "Requirements
Status snd Registrant’s
Respanse.*

7Tb. My product is an EUP and
1 agree to satisfy the EWP
requirements on the attached
form entitled "Requirements
Status and Registrant’s
Response.™

47319-1

N.A.

N.A.

B. Certification

I certify that the statements made on this form and all attachments are true, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine, impr i sonment
or beth under applirable {aw. g

Signature and Title of Company’s Authorized Representative

9. bate

10. Name of Company Comact

11. Phone Mumber
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ronmental Protection Agency

g . Upnited States knvi
washington, bD. C. 20460

FOOTNOTES AND KEY DEFINATIONS FOR GUIBDELINE ZMOCMWMZNZ.—.M.

case # and Name: 4018 Capsaicin

1

€fficacy - Vertebrate Control Agents

Footnotes (cont.):

Tie Bgency has waived all requircments to submit efficacy data for vertecbrate contrel agents unless the pesticide product bears a claim to control vertebrates (such
»s rodents, birds, bats, canids, and skunks) that may directly or indirectly transmit diseases 1o humans. . However, each registrant must ensure through testing that
his products are efficscious. when used in sccordance with label directions and commenly sccepted pest controt practices. The registrant must develop and maintain
the. relevant date upon which the determination of efficacy is based. The Agency reserves the right to require, on & case-by-case basis (e.g., stgnificent new uses
registered or propesed for registration when necessary.

or benefits dets in cases o specisl reviews) submission of efficacy data for any pesticide product,
support the ctaims made for products claimed to repel vertebrate snimals.

The Agency hes determined the. subimssion ol cfficocy data is required to
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DRAFT CUPY : . )

ited Stales Eavironmental Protection Agency
Washington, D. C. 24460
FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS

Case # and Name: 4018 Capsaicin

Footnotes Anciﬁrgu

»s rodents, birds, bsts, cenids, and skunks) thot may directly or indirectiy transmit diseases to humans.
his products are efficacidus when used in sccordance with Label dircctions and conmenly accepted pest control prectices.

the relevant dats upon which the determination of elficacy is based.
or benefits dats in ceses of special revicws) submission of efficacy data for any pesticide product, registered or proposed for registration when necessary.

Efficacy - Vertebrate Control Agents
1 The agency has waived all requirements to submit efficacy data for vertebrate control agents unless the pesticide product bears a claim to control vertebrates (such

However, each registrant must ensure through testing that
The registrant must develop end maintain

The Agency reserves the right to require, on & case-by-cose basis (e.g., signiflcent new uses

‘The Agency hes determined: thut submission of efficacy dets is required to support the claims made for products claimed to repel vertebrate animels.
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b RA LT oy S o e
United States FEnvironmental Protection Agency
washington, . C. 20460 :
FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS.

Case £ and Name: 4018 Capsaicin

Key. .7 = maufacturing-use procuct; EP = end-use product; provided formulstors pufchase their sctive ingredient(s} from s registered source, they need not submit or cite
data perteining to the purchased product . INGTE: 1f ‘a product is m 100 percent repackage of another registered product that is purchased, snd any use for the product does
not differ from those of the purchased and registered source, users are not subject to any date requirements identified in the tables.); TEP = typicsd oa-...—un product;

TGAL = technical grade of the active ingredient; PAl = “pure™ active ingredient; PAIRA = “pure" active ingredient, radiolabeled. o

Use Categories Key: . ' - L

" A - Yerrestrial food crop B - Terrestrial food feed crop C - Terrestrial nonfood crop D - Aquatic food crop £ - Aquatic nonfood outdoor
f - Aguatic nonfond Irhastripd G - Aguatic nonfood residential Kk - Greenhouse food crop 1 - Greerhouse nonfood crop d - Forestry -
K - Residential outdoor - L - lndoor food ¥ - Indoor nonfood N - Indoor Medical 0 - Indoor residential

_uOQﬂ:Oﬂmm.uu [the following notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE form.]

Prod Chem - Biochemical

1 If an experimental use permit is being sought, a schematic ‘diagrasm shdfor description of the manufacturing process will suffice if the pesticide is not already under
full scale production. ' )

2 If the prockict is not already under full scele production and sn experimental use permit is being sought, s discussion of impurities shall be sutmitted to the extent
this information is available. ’ : :

3 Required to support registration of each manufacturing-use product and end use products produced by an integrated formulation system. Data on other end-use products

#ill be required on a case-by-case bosis.  For.pesticides in the production stage, a rudimentary product snalytical method and data witll suffice to support sn

experimental use permit, : ’

Required if test substance is dispersible with water,

Required if product is a liquid.

Required if product is an emulsifiable ligquid and is to be diluted with petroleun solvents,

E-X- X

Acute Toxic - Biochemical .

5 Incidents must be reported, if they occur.

Efficacy - Invertebrate Control Agents

.‘ The sgency 3,..... waived all requirements to submit efficecy date for invertebrate control agents for nonpublic health uses. However, each registrent must ensure
through ...,ﬂ:.x._ that ._:n Moducts are efficacious when used in eccordance with tabel directions and commenly accepted pest control practices. The registrant must
a.a<@_.“.1 end maintarn ‘the ielevant data upon which the determination of efficacy is based. The Agency reserves the right to require, on a case-by-cese besis (e.g
significant new uses ot benefits data in cases of special reviews) submission of efficacy data for an sticide pr t i on
when necessary. , ) L Y ﬁn product, registered or proposed for registration

56 Available dita on the incectiridal properties of products confaining Capsaicin indicstes that these products repeli. Registrants that meke {iabet

...__:_.._no*:z_...E._t:_:..ea_a.:__x::_1_.- _~ , Uit L it ; :
from ki L1ing" (0 o1 el | e oF cite data. In lieu of mcr..:z..:a or citing data ..n.m..a.;:.m have the option to change the label claim




ATI‘ACHMENT B '

PRODUCT SPECIFIC DATA CALL-IN RESPONSE FORMS (Form A)
PLUS INSTRUCTIONS






BPBCI?IC INSTRUCTIONS ¥OR COMPLETING
THE REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE FORM

This form is designed to be used for registrants to respond
to call-ins for generic and product-specific data as part of
EPA's reregistration program under the Federal Insecticide
Fungicide and Rodenticide aAct. Although the form is the sanme
for both product and generic data, instructions for completing
the forms differ slightly. Specifically, options for satisfying
product specific data regquirements do not include (1) deletion of
uses or (2) regquest for a low volume/minor use waiver. These
instructions are for completion of
requirements. - ' '

 EPA has developed this form individuﬁlly for each data call~

in addressed to each registrant, and has preprinted this form
with a number of items. DO NOT use this form for any other
active ingredient. o

Items 1 through'e (inclusive) will have been preprinted on
the form. You must complete all other items on this form by
typing or printing legibly. . c ' :

'Public reporting burden for this collection of information
is estimated to average 30 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information.  Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggestions for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M st., S§.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.



INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND
REGISTRANT'S RESPONSE® FORM FOR PRODUCT SPECIFIC DATA

Item 1-3 Completed by EPA. Note the unique identifier number
assigned by EPA in Item 3. This number must be used in
the transmittal document for any data submissions in
response to this Data Call-In Notice.

Iten 4. The guideline reference numbers of studies reguired to
support the product's continued registration are
identified. These quidelines, in addition to the
requirements specified in the Notice, govern the
conduct of the reguired studies. Note that series 61
and 62 in product chemistry are now listed under 40 CFR
158.155 through 158.180, Subpart C.

Item 5. The study title associated with the guideline reference
: nunmber is identified. ' ' :

Itenm 6. The use pattern(s) of the pesticide associated with the
product specific requirements is (are) identified. For
most product specific data regquirements, all use
patterns are covered by the data requirements. In the
case of efficacy data, the required studies only per-
tain to products which have the use sites and/or pests
indicated. : ‘

Item 7. The substance to be tested is identified by EPA. For
product specific data, the product as formulated for
sale and distribution is the test substance, except in
rare cases, : ' . ‘ ‘ o

Item 8. The due date for submission of each study is
' identified. - It is normally based on & months after
issuance of the Reregistration Eligibility Document
unless EPA determines that a longer time period is
necessary.

Iten 9. Enter only one of the following response codes
data requirement to show how you intend to comply with
the data regquirements listed in this table. Fuller
descriptions of each option are contained in the Data
- Call=In Notice.

1. I will generate and submit data by the specified due
date (Developing Data). By indicating that I have
chosen this option, I certify that I will comply with
all the requirements pertaining to the conditions for
sub?ittal of this study as outlined in the Data Call-In
Notice.



h

I have entered into an agreement with one or more
registrants to develop data Jointly (Cost Sharing). 1

am submitting a copy of this agreement and a completed

"Certification With Respect To Data Compensation . |
Requirements™ form. I understand that this option is
available only for acute toxicity or certain efficacy
data only it EPA indicates in an attachment to this
Notice that my product is similar enough to another
product to qualify for this option. ' I certify that
another party in the agreement is comnitting to submit
or provide the requirement Qata; if the required study
is not submitted on time, my product may be subject to
suspension. :

I have made offers to share in the cost to develop data
(Offers to Cost Share). I understand that this option
is available only for acute toxicity or certain
efficacy data and only if EPA indicates in an
attachrment to this Data Call-In Notice that my product

is similar enough to another pProduct to qualify for
- this option. I am submitting evidence that I have make

an offer to another registrant (vho has an obligation
to submit data) to share in the cost of that data. 1
an also submitting a completed "Certification of Offer
to Cost share in the Development Data" form. I anm
including a copy of my offer and proof of the other

. registrant's receipt of that offer. I anm identifying

the party which is committing to submit or provide the
required data; if the required study is not submitted
on time, my product may be subject to suspension. 1I
understand that otheér terms under Option 3 in the Data
Call-In Notice (Section III-C.1.) apply as well.

By the ipecitied due date, I will subﬁit an exiiting
study that has not been subnitted previously to the
Agency by anyone (Submitting an Existing Study). I

certify that this study will meet all the requirements

for submittal of existing data outlined in oOption 4 in
the Data Call~-In Notice (Section III-C.1.) and will
meet the attached acceptance criteria (for acute
toxicity and product chenistry data). I will attach
the needed supporting information along with this
response. I also certify that I have determined that

e



By the specified due date, I will submit or cite data
to upgrade a study classified by the Agency as
partially acceptable and upgradable (Upgrading a
Study). I will submit evidence ©f the Agency's review
indicating that the study may be upgraded and what

‘information is required to do so. I will provide the

MRID or Accession number of the study at the due date.
I understand that the conditions for this option
outlined Option 5 in the Data call-In Notice (Section
iII-C.1.) apply. : : :

By the specified due date, I will cite an existing
study that the Agency has classified as acceptable or
an existing study that has been submitted but not
reviewed by the Agency (Citing an Existing study). 1If
I am citing another registrant's study, I understand
that this opticn is available only for acute toxicity
or certain efficacy data and only if the cited study
was conducted on my product, an identical product or a
product which EPA has “grouped” with one or more other
products for purposes of depending on the same data. I
may also choose this option if T am citing my own data.
In either case, I will provide the MRID or Accession
number (s) for the cited data on a "Product Specific
Data Report" form or in a similar format. If I cite .
another registrant's data, I will submit a completed
"Certification with Respect To Data Compensation
Requirements" form. o

I request a waiver for this study because it is
inappropriate for ny product (wWaiver Request). I anm
attaching a complete justification for this regquest,
including technical reasons, data and references to
relevant EPA regulations, guidelines or policies.
[Note: any supplemental data must be subnitted in the
format required by P.R. Notice 86-5). I understand
that this is my only opportunity to state the reasons

‘or provide information in Bupport of my request. If

the Agency approves my waiver request, I will not be
required to supply the data pursuant to Section
3(c)(2)(B) of FIFRA. If the Agency denies my wvajiver

- request, I must choose a method of meeting the data

requirements of this Notice by the due date stated by
this Notice. 1In this case, X must, within 30 days of
my receipt of the Agency's written decision, submit a
revised "Requirements Status and Registrant's Response"

Form indicating the option chosen. I also understand
that the deadline for submission of data as specifieq
by the original data call-in notice will not change.



Items 10-13  Self-explanatory.

NOTE:

You may provide additional information that does not
fit on this form in a signed letter that accompanies
this form. For example, you may wish to report that
your product has already been transferred to antoher
company or that you have already veoluntarily cancelled
this product. For these cases, please supply all
relevant details so that EPA can ensure that its
records are correct.



ATTACHMENT A

Chemical Status Sheet



ATTACHMENT A
- CAPSAICIN: DATA CALL-IN CHEMICAL STATUS SHEET
INTRODUCTION -

You have been sent this Data Call-In Nouce because you have products containing
capsaicin.

.. This attachment, the Datg_cmn_&lm&a;m_s_& contains a pomt of contact for
inquiries. This attachment is to be used in conjunction with (1) the Data Call-In Notice, (2)
Attachment B, the Data Call-In Response Form, (3) Attachment C, the Requirement Status and
wmm for product sPeclﬁc data, (4) Attachment D, E_Gmumg_oiEAd_ :

a fr -
Attachment E, &Amrﬁjm:m (6) Attachment F Mmmm_mum& '
Data Call-In Notice, and (7) Attachment G, the Cost Share and Data Compensation Forms for
product specific data, and BLQQU_Ct_Sms_iﬁ_c_mta_chog_qum for use in replying to this

capsaicin Data Call-In. Instructions and guidance accompany each form.

DATA REQUIRED BY THIS NOTICE
The additional data requn'ements needed to complete the database for capsaicin are hsted

in the m‘mmmm@m&mm_ Attachment C.

The Agency has concluded that product specific data are nwded for capsmcm The
required additional data are listed in Attachment C.

Depending on the results of the studies required in this Notice, additional testing may be
required. ‘ _ 4

INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the product specific data requirements and
procedures established by this Notice, please contact Robert Forrest at (703) 305-6600. All
responses to this Notice should be submitted to:

Document Processing Desk (RED/RD/PM-14)
Office of Pesticide Programs

U.S. Eavironmental Protection Agency

401 M Street S.W.

Washington, D.C. 20460

RE: Capsaicin



If you have any questions regarding the generic data requirements and procedures
established by this Notice, please contact Emestine Dobbins at (703) 308-8071. All responses
to this Notice should be submitted to: '

Chemical Review Manager Ernestine Dobbins
Accelerated Reregistration Branch (H7508W)
Special Review and Reregistration Division
Office of Pesticide Programs

U.S. Environmental Protection Agency

401 M Street S.W. :

Washington, D.C. 20460

RE: Capsaicin



ATTACHMENT C

PRODUCT SPECIFIC REQUIREMENT STATUS AND REGISTRANT’S RESPONSE
(FORMS B) PLUS INSTRUCTIONS
AND
PR NOTICE 86-5






E
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(M §  UNITEDSTATES ENVIRONMENTAL PROTECTION AGENCY
. & WASHINGTON, D.C. 20480 '
4 ncrt® '
JL 29885

PR NOTICE 85-5. sTITICIONS Aou':;%'x?: sunu‘men

NOTICE TO PRODUCBRS} FORMULATORS, DISTRIBUTORS
. '~ AND REGISTRANTS o

Attontioni Persons responsible for Federal registration of
pesticides,. ’ ' ' _

Subject: Standard format for datd submitted under the Federal
Insecticide, Fungicide, and Rodenticide Act (PIFRA)
and certain provisions of the Federa] Food, Drug,
and Cosmetic Act (FFDCA), o :

I. Purgose

To require data to be subﬁitted-to the Environmental
Protection Agency (EPA) in a standard format, Thig Notice also
provides additional guidance about, and 111ustration3‘o£, the

required formats, .

II. Agglicabilitx

. This PR Notice applies to all data that are submitted to EPA
to satisfy data requirements for granting or maintaining pesticide
registrations, experimontal-uso_permita, tolerances, and related
4pprovals under certain provisions of rirra and PPDCA., These
data are defined in PIPRA §10(d)(1). This Notice does not apply
to commercial, financial, or production information, which are,
and must continue to be, submitteqd differently under separate

cover,

I11. Effective Date
%

This notice is effective on November 1, 1986, Dpata formatted
according to this notice may be submitted prior to the effective
. date, As of the effective date, submitted data packages that do
not conform to these requirements may be returned to the submitter

for necessary revision,

Iv. Background

- On September 26, 1984, zpa published proposed regulations
in the Federal Register (49 PR 37956) which lncludo_noquiropcpts
for Data Submission (40 CPR §158,32), and Procedures for Claims
of COnfidentiallty of Data (40 CPR $1%8.33), Thess regulations



~entire proposed regulation becomes final,

.registration or other action include a list of

specify the format for data submitted to EPA under Section 3 of
FIFRA and Sections 408 and 409 of FFDCA, and procedures which
must be followed to make and substantiate claims of confiden-
tiality, No entitlements to data confidentiality are changed,
either by the proposed regulation or by this notice, '

OPP is making these reguirements mandatory through this

Notice to gain resource-saving benefits from their use before the
Adegquate lead time is

being provided for submitters to comply with the new requirements,

Ve Relationship ©of this Notice to Other OPP Policy and Guidance

While this Notice contains requirements for organizing and

.formattiag submittals of supporting data, it does not address

the substance of test reports themselves, "Data reporting" _
guidance is now under development in OPP, and will specify how
the study objectives, protocol, observations, findings, and
conclusions are organized and presented within the study report.
The data reporting guidance will be compatible with submittal
format requirements described in this Notice. _

OPP has also promulgated a policy (PR Notice B6-4 dated
April 15, 1986) that provides for early screening of certain
applications for registration under FIFRA §3, The objective of
the screen is to avoid the additional costs and prolonged delays
associated with handling significantly incomplete application
packages. As of the effective date of this Notice, the screen
will include in its criteria for acceptance of application

~ packages the data formatting regquirements described herein.

OPP has also established a public docket which imposes dead-
lines for inserting into the docket documents submitted in con-
nection with Special Reviews and Registration Standards (see
40 CFR §154.15 and §155.32)., To meet these deadlines, OPP is.
requiring an additional copy of any data submitted to the docket.
Please refer to Page 10 for more information about this requirement,

required that each application for
_ all applicable

data requirements and an indication of how each is satisfied--the

statement of the method of support for the application, Typically,

many reguirements are satisfied by reference to data previously

For several ydats} OPP has

'submitted--either by the applicant or by another party. That re-

quirement is not altered by this notice, which applies only to
data submitted with an application, :

V. Format Roguircments

A more detailed discussion of these format requirements
follows the index on the next page, and samples of some of the
requirements are attached. Except for the language of the two
alternative forms of the Statement of Data Confidentiality Claims
(shown in Attachment 3) which cannot be altered, these samples
are illustrative, As long as the required information {s included
and clearly identifiable, the form of the samples may be altered

to reflect the submitter's preference.
2



&

- INDEX =
: Text Example
| | o Bage _page
A, Crganization of the Submitta) Package , , . . * s e 3 17
B, TranSmittal DoéﬁmQNt s o ;'c ' --; ® s & 4 s s e o . 4 11
C. IﬂdiVidual St'ddies ) a - .. . - . Y [ Y .. ) L] L ] * L - ‘
C.1 8pecialucénsiderqtions tor_Idehtitying Studies. , S
D. Organization bf each Study volume ¢ * o ; ® s ¢ o 0 o 6 17
D.1 stUdY Titlg.P’ge L A B R T T TP 7 12
D.2 Statement of Data Confidehtialitg Claims
(based on FIFRA SIO‘d)(I)) S ¢ 2 e e 4 " s s o 8 13,
D.3 Confidential Attachment R I T 8 15°
D.4 supplemental Statement_df Data Confidentialie
Claims {other than those based on FIFRA §10(d)(1)) .g 14
D.5 Good Laboratory Practice Compliance Statement , 9 16
E. Reference to Previously Submitted pata I 9
F. Physical Format Requirements Number of Copies , , , 9
G. Special Requirements fqr-Submitting Data to the Docket 10

tﬁt.t'itittt‘*

A, Qrganization of.quwigta; Package

' A'fgubmittal-packagd' consists of a1} studies submitted at
the same time for review in'lupport of a single rogulatoryxaction,
along with 5 transmittal'documgnt-and:othor related administrative
material (e.g. the method of support Staterment, gpa Forms 8570-1,
8570-4, 8570-20, etec.) as appropriate, : S

Data submitters Bust organize ¢ach submittal package as
described in this notice. The transmittal ang 4ny other admin-
istrative material must be grouped together in the firse physical
velume, Each study fncluded in the submittal Package must then
be bound'ccparately.' o : : : '

Submitters Somet imes provide additional materials that are

“intended to clarity, emphasize, or othervise comment to help

Product Managers and reviewers better understand the submittal,

= If such materials relate to one study, they should be
includeq-as'an dppendix to tﬁat;study.

~ If such materials relate to more than one study (as for
example 4 summary of all studies in a scipline) or to the
submittal in general, they must be included in the submittal
Package as 3 Separate study (with title page and statement
of confidentiality claims), L



B.. -Tfansmi:tal Document

The first item in each submiteal'package must be a trans-
mittal document. This document identifies the submitter or all
Joint submitters; the regulatory action in support of which the
package is being Submitted--i.e., a registration application,
petition, experimental use permit (EUP), §3(ec)(2)(B) data call-in,

§6(a)(2) submittal, or a special review; the transmittal date;

and & list of all individual studies included in the package in

reference number) the data requirement(s) addressed by each one.
The EPA-assigned numher for the regulatory action (e.g. the
registration, EUP, or tolerance petition number) should be
included in the transmittal document as well, if it is known to
the submitter, See Attachment 1 for an example of an acceptable

grag;aittal.document.

- The list of included studies in the transmittal of a data
submittal package supporting a registration application should
be subdivided by discipline, reflec;ing the order in which data

requirements appear in 40 CFR 158.

The list of included studies in the transmittal of a data
submittal package supporting a petition for tolerance or an
application for an EUP should be. subdivided {nto sections A, B,
Creces of the petition or application, as defined in 40 CFR
180.7 and 158.125, (petitions) or Pesticide Assessment Guidelines,

Subdivision I (EUPs) as appropriate.

When a submittal package supports a tolerance petition and
an application for a registration or an EUP, list the petition
studies first, then the balance of the studies. Within these
two groups of studies follow the instructions above.

C. Individual Studies

A study is the report of a single scientific investigation,
including all supporting analyses required for logical complete- -
ness. - A study should be identifiable and distinguishable by a
eonVentional'biblioqraphic citation'including;author, date, and
title. Studies generally correspond in scope to a single Guide~
line reguirement for supporting data, with some exceptions dis-
cussed in section C.1l. . Each study included in a submittal package
must be bound as a separate entity., (See comments on binding

studies on page 9.)

Each study must be consecutively paginated, beginning from
the title page as page 1. The total number of pages in the com-
plete study must be shown on the study title page. 1In addition
{to ensure that inadvertently separated pages can be reassociated
with the proper study during handling or review) use either of

the following:

= Include the total number of pages in the complete study
on each page (ie., 1 of 250, 2 of 250, ...250 of 250).

= In¢lude a company name or mark and study numbdr on each
page of the study, e.g., Company Name-1986-23,  Never reuse
4 study number for marking the pages of subsequent studies.

4



When a single seudy is extremely long, binding it in muleiple
volumes ig permissiple 80 long as the entire study is paginateqg
in a single series, and each volume g Plainly identified by the
study title and its position in the multi-volume sequence,

€C.1 Special COnsidefatiéns for Identifying'Studies

_ Some studjes raise special problems in gtudy identificatyion,
because they address Guidelines of broader than normal 8Cope or .

for other reasons,

a, Safet Studies, Several Guidelinos'require testing fqt
safety in more than one species, 71n these cases each species

‘tested should be reported as 4 separate study, and bound

Separately,

Extens{ive Supplemental reports.of.pathology'reviows, feed
analyses, historical control data, and the like are often assoc- _
iated with safety studies.‘_WHenaver POssible these should be
submitted'with primary reports of the study, and bound_with.the
pPrimary study as appendices, When Such supplemental reports are -
submitted‘independently.of the Primary report, take care to fully
identify the primary report to which they pertain, .

~Batteries of acute toxicity tests, performed on the same end
uUse product and Covered by a single title Page, may be bdbound
together-and-repgrted as a single study, -

b.  Product Chemiscr ‘studiés. All.product Chemistry data
within a submittal package suBmIt::d in support of an end-yuse
Product produced from registered manufacturing-use products

~ should be bound as a single study under a single title page,

. Product chemistry data submitted ip support of a technj- _
cal produce, Other manufactaring-uso product, 4n experimental
use permit, an import tolerance pPetition, or an end-use prod-
Uet produced from unregistered source ingrodionts, should be
bound as a single study for each Guideline series (61, 62,

and.sa) for conventiona

‘Note particularly that product éhcniltry Studies are
likely to contain Confidential Business Information as defined
in FIFRA §10(d)(2)(A), (B), or (C), and {f go Bust be hancled

48 described in section D.3. of thig notice,

5



c. Residue Chemistry Studies, Guidelines 171-4, 153-3,
and 153-4 are extremely broad in ‘scope; studies addressing
residue chemistry requirements must thus be defined at a '
level below that of the Guideline code, The general principle,

" however, of limiting a study to the report of a single inves-~
tigation still applies fully. Data should be treated as a
single study and bound separately for each analytical method,
each report of the nature of the residue in a single crop or
animal species, and for each report of the magnitude of resi-
dues resulting from treatment of a single ¢rop or from proces-
sing ‘a single crop. When more than one commodity is derived
from a single crop (such as beet tops and beet roots) residue
data on all such commodities should ‘-he reported as a single
study. When multiple field trials are asscciated with a
.single crop, all such trials should be reported as a single .

study.

D. Ofganization of Each Study Volume

Each complete study must include all applicable elements in
the list below, in the order indicated, (Also see Page 17,)
Several of these elements are further explained in the following
paragraphs. Entries in the cclumn headed 'example’ cite the
page number of this notice where the element is illustrated,

Element ' When. Reguired Example
Study Title Page Always Page 12
‘Statement of Data . One of the two alternative Page 13
Confidentiality , forms of this statement
Claims is always regquired,
Certification of Good If study reports laborQ:Oty Page 16
Laboratory Practice . work subject to GLP require-
' ‘ments. o
Flagging statemenﬁs For certain tektcology studies. (when
o : tlagging requirements are finalized.)
8~dy of Study Always'-'with an English language
translation {f regquired.
Study Appendices At submitter's option
Cover Sheet to Confi=- If CBI is claimed under FIFRA
dential Attachment §10(d)(1)(n), (B), or (C)
CBI Attachment If CBI is claimed under FIFRA Page 15
' €10(d)(1)(A), (B), or (C)
- Supplemental Statement Only if contiddntlility is - Page 14
of Data Confidentiality claimed on a basis other than
Claims ‘ 7 FIFRA §10(d)(1)(A), (B), or (C)



or Accession number of the earl

" lished document, ident

D.1 Title Page s
A title page is always reguirad tor each submitted study,‘

Published or unpublished. The title page must always be freely
releasable to requestors; DO NOT INCLUDE CBI ON THE TITLE PAGE,
An example of an acceptable title Page is on page 12 of this

notice, The following information must appear on the title

- page:

a,  Study title, The study title should be as déscflptive as
possible, It mast clearly identify the substance(s) tested and
correspond to the name of the data requirement as it appears

in .the Guidelines,

b, ﬁhta'reQUirement addressed, Include on the title page the
Guideline number(s) of the specific requirement(s) arddressed by

the study.

C. Author(s). Cite only individuals with primary intcilectual

responsibility for the content of the study., Identify them
plainly as authors, to distinguish them from the performing

- laboratery, study sponsor, or other names that may also appear on
- the title page. '

d, Study Date. The title pagye must include a single date for
the study. 1If parts of the study were performed at different
times, use only the date of the latest alement in the study.

e, Performing Laboratory Identification, 1If the study reports
work done by one or more laboratories, Include on the title page -
the name and address of the performing laboratory or laboratories,
and the laboratory's internal project number(s) for the work.
Clearly distinguish the laboratory's project identifier from any

other reference numbers provided by the study sponsor or submitter,

£, SUEQIemental'Submissions.' If the study is a commentary on
Oor supplement to another previously submitted study, or if it '
responds to EPA questions raised with respect to an earlier study,

include on the title page elements a, through 4, for the previously

submnitted study, along with the EPA Master Record Identifier ( MRID)
fer study if you know these numbers.

(Supplements submitted in the same submittal package as the primary
study should be appended to and bound with the primary study. Do
not include supplements to more than one study under a single

title page).

Facts of Publication., If the study iu'a-reprint of a pub-
y on the title page all relevant facts

of publication, such as the journal title, volunme, issue, inclusive
page numbers, and publication date. : '

g
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D.2. Statements of-Dhta'COnfidentiality Claims Under FIFRA §10{(ay(1),

. _Each submitted study must be accompanied by one of the two
alternative forms of the Statement of Data Confidentiality Claimsg
specified in the proposed regulation in €158.33 (b) and (c).

(See Attachment 3) These statements apply only to claims of data
confidentiality hased on FIFRA .§10(d)(1)(AY, (B), or (C). Use

the appropriate altarnative form of the statement either to

assert a claim of §1n0(d)(1) data confidentiality (£158,.33(b)) -

or to waive such a claim (§158,33(¢)). 1In either case, the
statement must be signed and dated, and must include the typed

name and title »f the official who signs {t. Do not make CBI
claims with respect to aralytical methods assnciated with petitions
for tolerances or emergency exemptions (see NOTE Pg 13).

D;3. Conf;dential Attachment

If the claim is made that a study includes confidentfal busi-
ness information as defined by the criteria of FIFRA §10(d) (1) (A},
(B), or (C) (as described in D.2, above) all such information must
be excised from the body of the study and confined to a separate
study-specific Confidential Attachment, Each passage of CBI so
isolated must be identified by a reference number cited within the
body of the study at the point from which the passage was excised

(See Attachment 5),.

The Confidential Attachment to a study must be identified by a
cover sheet fully identifying the parent study, and must be clearly
marked 'Confidential Attachment.' An appropriately annotated
photocopy of the parent study title page may be used as this cover
sheet., Paginate the Confidential Attachment separately from the
- body of the study, beéginning with Page 1 of X on the title page.

Each passage confined to the Confidential Attachment must be assoc-
iated with a specific cross reference to the page(s) in the main

body of the study on which it is cited, and with a reference to the
applicable passage(s) of FIFRA §10(d)(1) on which the confidentiality

cla@m is baseq,

D.4. Su 1émenta1 statonont of Data Confidentiallty Claims (seg 
Attachment 4) ‘ ' o :

' It yoU'wish-to make a claim of confidentiality for any .
portion of a submitted study other than described by PIFRA 810(4d)
(1)(a), (8), or (C), the following provisions apply: '

= The specific information to which the claim applies must be
clearly marked in the body of the study as subject to a

claim of confidentiality.

= A Supplemental Statement of Data Confidentiality Claims
mJst be submitted, identifying each passage claimed confi-
dential and describing in detail the basis for the claim.
A list of the points to address in such a statement {s

included in Attachment 4 on Pg 14,

= The Supplemental Statement of Data Confidentiality Claims
mJist be signed and dated and must include the typed name
and - title of the official who signed it,

8



D.S Good Laboratory Practice €ompliance Statement

This statement is required if the study contains laboratory
work subject to GLPp requirements specified in 40 CFR 160. Sam-
Ples of these statements are shown in Attachment 6.

E. Reference to Previously Submitted Data

.~ DO NOT RESUBMIT A STUDY THAT HAS PREVIOUSLY BEEN SUBMITTED -
FOR ANOTHER PURPOSE unless EPA specifically requests it, A copy
- ©f the title page plus the MRID number (if known) is sufficient

to allow us to retrieve the study imnediately for review. This
prevents duplicate entries in the Agency files, and saves you
~the cost of sending more copies of the study., References to pre-
viously submitted studies should not be included in the transmit-
tal document, but should be incorporated into the statement of

" the method of support for the application.

F. Physical Format Requirements

All elements in the data submittal package must be on uniform
8 1/72 by 11 inch white paper, printed on one side only in black :
ink, with high contrast and good resolution, Bindings for indi-
vidual studies must be secure, but easily removable to permit
disassembly for microfilming. Check with EPA for special
instructions before submitting data in any medium other than
pPaper, such as film or magnetic media, - ‘

Please be particularly attentive td thé_tollowing points:

© Do not-include frayed or torn pages,

© Do not include carbon copies, or copies in other than
black ink. '

© Make sure that photécbples are clear, cbnplotc, and fully
readable. _ , : .

° bo_not include ovogsizo,godputot printouti or fold-out pages,
o Do not bind any documents with glue or b!nding’tapOI,

© ' Make sure that all pages of each study, including any attach-
ments or appendices, are pPresent and in correct seqguence,

Number of Copies Required - All submittal packages except
those assoclated with & Reglistration Standard or Special Review
" (see Part G below) must be provided in three complete, identical
copies. (The proposed regulations specified two copies; three

are now being required to expedite and reduce the cost of proces-

sing data into the OPP Pesticide Document Management System and
getting it into review.) T ' '



<

G. Special Regquirements for §gpmitting Data to the Docket

Data submittal packages associated with a Registration Stan-
dard or Special Review must be provided in four copies, from one
of which all material claimed as.CRI has been excised. This
fourth copy will become part of the public docket for the RS or
SR case,  If no claims of confidentiality are made for the study,
the fourth copy should be identical to the other three,  When
portions of a study submitted in support of an RS or SR are
c¢laimed as CBI, the first three copies will include the CBI
material as provided in section D of this notice, The following
special preparation is.required for the fourth copY. -

O . Remove the.'Supplementai Statemenf of Data Confidentiality
Claims ._o . i

'o. Remove the *Confidential Attachmeht‘.

© Excise from the body of the study any information you claim
as confidential, even if it does not fall within the scope
of FIFRA §10(d}(1)(A), (B}, or (C). Do not close up or
paraphrase text remaining after this excision.

O Mark the-fourth-cbpy plainly on both iti cover and its title
page with the phrase "Public Docket Material = contains no
informa:ion claimed as confidential”,

V. For Further Information

For further information contact William C. Grosse, Chief,
Information Services Branch, Program Management and Support
Division, (703-557-2613). '

- ) y|
(s Lb @W&w
pames W, Akerman

Acting Director,
Registration Division

Attachment 1, Sample Transmittal Document
Attachment 2. Sample Title Page for a Newly Submitted Study
-Attachment 3, Statements of Data Confidentiality Claims

Attachment 4, Supplemental Statement of Data Confidentiality Claims
- Attachment 5, Samples of Confidential Attachments L :
Attachment 6., Sample Good Laboratory Practice Statements
Attachment 7. Format Diagrams for Submittal Packages and Studies
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o ATTACHMENT 1, -
ELEMENTS TO BE INCLUDED IN‘THE TRANSMITTAL DOGUMENT*

1. Name and address of submitter (or all joint submitters**)

Tsmith ChomichGCorporation Jones Chemical Company
1234 West Smith Street -~and- 5678 Wilson Blvd
Cincinnati, oOH 98765 . Covington, KY 567889

TSmith Chemical Corp. will act as sole agent for all submitters,

;. Regulatory action in support ¢f which thishpackgge is submittgd

Use the EPA identification number (e.g. 359-EUP-67) if you -
know it Otherwise describe the type of request (e.g., experi-
mental use permit, data call-in = Of xx=xx-xx date).

3., Transmittal date

4, List of submitted studies

Vol 1. Administrative materfials - forms, provloﬁs corres-
pondence with Project Managers, and so forth.

Vel 2. Title of first study in the submittal (Guideline No.)

Vol n. Title of nth study in the submittal (Guideline No.)

* Applicants commonly provide this information in a trans-
mittal letter, This remains an acceptable practice so
long as all four elements are included, -

** 1Indicate which of the joint‘submitters Is'chpoﬁered to
act on behalf of all joint submitters in any matter con-
cerning data compensation or subsequent use or release

of the data,

Company Officials

Name Signatuce

Company Name:

Company Contact:

Name " Phone

1l



ATTACHMENT 2,

SAMPLE STUDY TITLE PAGE FOR ‘A NEWLY SUBMITTED STUDY

Studz Title

(Chemical name) = Magnitude of Residue on Corn

Data'Reguirement
Guideline 171-4

Author

_John C. Davis

Study Completed On

Jahuary 5, 1979

Pefforming Labofatorz

ABC Agricultural Laboratories
.© 940 West Bay Drive
Wilmington, CaA 39897

. Laboratory Project ID

ABC 47-79

. Page 1 of X _
(X is the total number of pages in the study)

12



w ATTAGRMENT 3,
STATEMENTS OF DATA OONFIDENTIALITY CLAIMS |

1. Mo claim of confidentiality under FIFRA §10(d)(1)(A),(B), or (C)

STATEMENT OF RO DATA CONFIMNENTIALITY CLAIMS

Mo claim of confidentiality is made for any information contained in this study
-on the basis of its faliing within the scope of FIFRA §10(d)(1)(A), (B), or (C),

Company _
Company Agent: _ ~ Typed Name _ o Date: ,.
Title _ e ____ Signature

2, Claim of confidentiality under FIFRA §10{d)(1)(A}, (B), oe (C).

STATEMENT OF DATA CONFIDENTIALITY CLAIMS

Information claimed confidential on the basis of its talltﬁ; within the scope’ :
of FIFRA §10(d){1)(A), (B), or {C} has been remcved to a confidential appendix,

ard is cited by cross-reference number in the bdy of the study.

Om\paw_: _ _
Company _Ajent: : -' Typed Name s . Dates
Title - ' Signature

NOTE: Applicants for permanent or temporary tolerances should ncte that it
is OPP policy that no permanent tclerance, temporary tolerance, or request for
©  an emergercy examption incorporating an snalytical method, can be approved
“unless the applicant waives all claims of confidentiality for the analytical
method, These analytical methods are published in the FOA Pesticide Analyt-
ical Methods Manual, and therefore cannot be claimed as confidential, OPP
implements this policy by returning submitted analytical methods, for which
wvhich confidentiality claims have been made, to the submitter, to cbtain
the confidentiality waiver before they can De processad.,

13




ATTACHMENT 4,
SUPPLEMENTAL STATEMENT OF DATA CONFIDENTIALITY CLAIMS

For any portion of a submitted étudy that is not described

by'FIFRA.SIO(d)(I){A);_(B), or (C), but for which you claim
confidentijal treatment on another basis, the following informa-~
tion must be i{ncluded within a Supplemental Statement of Data

Confidentiality Claims:

o

Identify specif!cally'by Page and line number(s) each
portion of the study for whiceh you claim confidentiality,

Cite.thHe reasons why the cited passage qualifies for
confidential treatment. ' :

Indicate the length of time-~until a gpecific date or
event, or permanently--for which the information should

be treated asg confidential,

Identify‘the measurés taken to guard against undesired
disclosure of this information, ‘ ' '

Describe the extent to which the information has been
-disclosed, and what precautions have been taken in con- -
nection with those disclosures. -

Enclose copies of any pertinent determinations of confi-
dentiality made by EPA, other Federal agencies, or courts
‘concerning this informatipn. ‘ ‘

If you assert that disclosure of this information would
be likely to result {n substantial harmfyl effects to
you, describe those harmful effects and explain why they
should be viewed as substantiail,

If you assert that the information is boluntarily sub-
mitted, indicate whether you believe disclosure of this
information might tend to lessen the availability to

EPA of similar information in the future, and if 80, how,

16



ATTAGRMENT S,
EXAMPLES OF SEVERAL CONFIDENTIAL ATTACHMENTS
m (Confidential word or phrase "r.hat has been deleted fran the study)

CROSS REFERENCE NUMBER )

This Cross reference number is used in the study
~in place of the follwing words or phrase at the
- indicated volume and page references.

DELETED WORDS OR PHRASE: Ethylene Glycol

PAGE LINE REASON FOR THE DELETION

FIFRA REFERENCE

. ) %
6§ 14  Identity of Inert Ingredient $10(d) (1) {c)
38 - | - ,
100 19 .

Example 2 (Confidential paragraph(s) that have boen deleted from the study)

CROSS .REFERENCE NUMBER 5

This cross reference nurber is used in the study

in place of the following paragraph(s) at the
-indicated volume and page references.

MM(S):
( : )
( Reproduce the deleted paragraph(s) here ) -
( : L )

PAGE . .LINFS REASON FOR THE DELETION S FIFRA REFERENCE
—= = == IUR IHE DELETION — e R

204 #I7 ° Description of the quality control process §10(d) (1)(C)

Exampie 3 IConfidential Rages that have been deleted from the study)

CROSS SPP¥2oN°r MMBER 7 ber noted on a place~holder
Page is used in place of the following whole pages
8t the indicated volume and page re

fererces,
DELEYPD mi: are attached inmediately behind this page, |
- PCE(S) REASON FOR THE DELETION o FIFRA REFERENCE
a4 .

Description of product mmfactur!rg process - §10(4) (1) (A)

15




ATTACHMENT 6,
SAMPLE GOOD LABORATORY PRACTICE STATEMENTS

Example 1,

This study meets the requirements for 40 CFR pPart 160 -

Submitter

Sponsor

study Director

Example 2,

This study does not meet the requirements of 40 CFR
Part 160, and differs in the following ways:

1.

2.

3,

Submitter

Sponsor

Study Director

Example 3,

'The submitter of this study was neither the sponsor of this
study nor conducted it, and does not know whether it has
been conducted in accordance with 40 CPR Part 160,

Submitter

16



ATTACHMENT 7.

FORMAT OF THE SUBMITTAL PACKAGE

= ittal t.
"f,Transm _ Document

Related Administrative Materjials

_—"’,f"‘ — (e.g., Method of support Statement, etc,)

=9
b Other materials about the submittal
_ pr . (®.g., summaries of groups of studies
‘ - N to aid in their review),

L -
' ~ Studies, submitted as unique
”’,—;N physical entities, according
o - to the format below.

FORMAT OF SUBMITTED STUDIES

LEGEND

Study title page,
“Statement of Conftdcntia;ity claihs.

GLP and flagging®* statements - as appropriate,

Body of the study, with English
— langua_ge translation if required,

- . Appendices to tho_léudy.

1 , _ ,
b Title Page of the Confidential
=71 . Attachment. -

- b= = .. Confidential Attachment,
’r - = Supplemental Statement
-~ |- === of Confidentiality Claims,
g

- * When flagging requirements
- are finalized,

1
e =

Documents which must be submitted as |
appropriate to meet established requirements.

==

/, I Documents submitted at subrmitter's option.

-
-

~ | 17



ATTACHMENT D

EPA GROUPING OF END-USE PRODUCTS FOR MEETING
DATA REQUIREMENTS FOR REREGISTRATION



EPA'S BATCHING OF CAPSAICIN END-USE PRODUCTS FOR MEETING ACUTE
TOXICITY DATA REQUIREMENTS FOR REREGISTRATION ’ ,

In an effort to reduce the time, resources and number of
animals needed to fulfill the acute toxicity data requirements for
reregistration of end-use products containing the active ingredient
capsaicin, the Agency has batched products which can be considered
similar for purposes of acute toxicity. Factors considered in the
sorting process include each product's active and inert ingredients
(identity, percent composition and biological activity), type of

formulation (e.g., emulsifiable. concentrate, aerosol, wettable
powder, granular, etc.), and labeling (e.g., signal word, use
classification, precautionary labeling, etc.). Note that the

Agency is not describing batched products as "substantially
similar" since some products within a batch may not be considered
chemically similar or have identical use patterns. :

Batching has been accomplished using the readily available
information described above, and frequently acute toxicity data on
individual end-use products has been found to be incomplete.
Notwithstanding the batching process, the Agency reserves the right
to require, at any time, acute toxicity data for an individual end-
use product should the need arise. :

Registrants of end-use products within a batch may choose to
cooperatively generate, submit or cite a single battery of six
acute toxicological studies to represent all the products within
that batch. It is the registrants: option to participate in the
process with all other registrants, only some of the other -
registrants, or only their own products within a batch, or to
generate all the required acute toxicological studies for each of
their own products. If a registrant chooses to generate the data
for a batch, he/she must use one of the products within the batch
as the test material. If a registrant chooses to rely upon
previously submitted acute toxicity data, he/she may do so provided
that the data base is complete and valid by today's standards (see
acceptance criteria attached), the formulation tested is considered
by EPA to be similar for acute toxicity, and the formulation has
‘not been significantly altered since submission and acceptance of
the acute toxicity data. ‘

In deciding how to meet the product specific data
requirements, registrants must follow the directions given in the
Data Call~In Notice and its attachments appended to the RED. The
DCI Notice contains two response forms which are to be completed
and submitted to the Agency within 90 days of receipt. The first
. form, "Data Call-In Response," asks whether the registrant will
meet the data requirements for each product. The second form,
"Requirements Status and Registrant's Response," lists the product
specific data required for each product, including the standard six
acute toxicity tests. A registrant who wishes to participate in a
batch must decide whether he/she will provide the data or depend on
someone else to do so. If a registrant supplies the data to
support a batch of products, he/she must select one of the



®
'.‘g-

following options: Developing Data (Option 1), Submitting an
Existing Study (Option 4), Upgrading an Existing Study (Option 5)
or Citing an Existing Study (Option 6). If a registrant depends on
another's data, he/she must choose among: Cost Sharing (Option 2),
Offers to Cost Share (Option 3) or Citing an Existing Study (Option
6). If a registrant does not want to participate in a batch, the
choices are Options 1, 4, 5 or 6. However, a registrant should
know that choosing not to participate in a batch does not preclude
other registrants in the batch from citing his/her studies and
offering to cost share (Option 3) those studies.

Table I shows two batches. Batch 1 contains two products and
batch 2 contains five products.

Table I.
Batch Number EPA REG. NO, % of Ca#safc_in & Other - Formulation
‘ Active Ingredients Type
1 47319-1 12.0% - Capsaicin Dust
5.0% - Garlic
L7319-2 12.0% - Capsaicin Dust

5.0% - Garlic

0.35% - Capsaicin

0.216% - Ally lsothiocyanate

2 S464-6 - Pressurized
spray liguid
775437 0.35X - Capsaicin Pressurized
: spray liquid
7754-38 1.0% - Capsaicin Pressurized
‘ . ) spray {iquid
85668-1 1.0% - I:apsSi cin Pressurized
_ . spray ligquid
61966-1 0.625% - Cepsaicin Pump spray

{iquid




iae

Table IT lists the products which could not be batched. These-
products were not considered similar for purposes of acute
toxicity. The registrants of these products are responsible for
meeting the acute toxicity data requirements specified in the data
matrix for end-use products.

+

Table TI.

EPA REG. NO. . X of Capsaicin & Other Formulation Type
Active Ingredients

72-574 2.5% - Capsaicin

47319-4 36.0% - Capsaicin Liquid '
24.0% - Garlic ’ .

61966-2 0.625% - Capsaicin : Dust
0.216% - Ally lsothiocyanate
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Subdivision M
Guideline Ref. No. 1518.10
December 24, 1989

151B-10 Product idestity
_ ACCEPTANCE CRITERIA
Doe your study meet the following acceplance (Titeria?

L Product name and trade name (if ditferent) '

2. . Name, nominal concentration, and certified limits {upper and lower) for each active
ingredient and each intentinnally.added inert ingredient .

3 Name and upper certifiec .mit for each impurity or each group of impurities presen: at

20.1% by weight and for certain toxicologically significant impurities (e.g.. microbial toxins,

dioxins, nitrosamines) present at <0.1%

Purpose of each active ingredient and each intentionally-added inert

Chemical name from Chemical Abstracts Index of Nomenclature and Chemical Abstracts

Service (CAS) Registry Number for each active ingredient and, if availadle, for each

intentionally-added inert : :

6. Product name, trade name, and common name (if established) for each active ingredient

1. ——  Molecular, structural, and empirical formulas, molecular weight or weight range, and any

company assigned experimenial or internal code numbers for each active ingrediens

A e

1

8 ___  Description of each beginning material in the manufacturing process
—— EPA Registration Number if regisiered; for other beginning materials, the following:
——— Name and address of manufacturer or supplier
—— Brand name, trade name or commercial designation :
——  Technical specifications or data sheets by which manufacturer or supplier dosiribes

- composition, properties or toxicity ’ ‘
9. . Genus and species (and strain, subspecies, isolate, etc., if applicable) from which the .
‘ biochemical was isolated or with which it is commonly associated ‘
10. ___ Spealficity of biochemical activity, the mode of action, and field rates at which the
' biochemical is active/proposed (units ai/A. eic.) '

1L ___ -Similarity to 1he Raturally-occurring biochemical, if not derived from a biological enti.

12. ___  An updated Confidential Statement of Formula must be provided (EPA Form 85704 1uv.,
9/87). .

13. - Any known or suspected hazards of the biochemical to man, the environment, or nontarget
species. ' :

Criteria marked with a * are suppiememal and may not be required for every study.
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s J Subdivision M
Guideline Ref. No. 151B-11
December 24, 1589

151B-11 Manufacturing Process

ACCEPTANCE CRITERIA

Docs your study meet the following Sccoplance criteria?

-

bW

ot

Swo a0

Description of manufacturing process or extraction/isolation steps if obtained from a

biological entity. o
" Statement of whether batch or continuous process, if applicable

Relative amount of beginning materials and order in which they are added

Description of equipment

Description of physical conditions (temperature, pH, pressure, humidity) controlled in each
step and the parameters that are maintained :

Statement of whether process invoives intended chemical reactions

Flow chart with chemical equations for each intended chemical reaction

Duration of each step of process

Description of purification procedures

Description of measures taken to assure quality of final product including identity of the
biological source, if applicable o o L

A clear presentation of the stage at which inerts are intentionally added, {f and when any
concentration is effected, the material to be used as the manufacturing use product {\™),
whether MP registration is sought, and whether a TGAUMP is s0ld and/or shipped.

Criteria marked with a * are supplemental and may not be required for every study.
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. Subdivision M
Guideline Ref. No. 151B-12
December 24 19a9

151B-12 Discussion of Formation of Uniniended Ingredients
ACCEPTANCE CRITERIA
Does your srady meet the foliowing acceptance eriteria?
1. ___  Discussion of formation of inipuritiu based on established chemical theory addressing (1)

each impurity which may be present at 2 0.1% or was found at 2 0.1% by product analyses
and (2) certain loxicologically significant impurities present at < 0.1% by weight

Criteria marked with a * are supplemental and may not be required for every study.
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. Subdivision M
Guideline Ref. No. 151B.13
December 24, 1989

151B-13 Analysis of Samples

ACCEPTANCE CRITERIA

Does your study meet the following acceplance criteria?

1,

2.
3

Five or.more representative samples (batches in case of batch process) analyzed for each
active ingredient and all impurities present at » 0.1%

Degree of accountability or closure 2 ca 98%

Analyses conducted for certain trace toxic impurities at lower than 0.1% (examples,
nitrosamines in the case of products containing dinitroanilines or containing secondary or
tertiary amines/alkanolamines plus nitrites; polvhalogenated dibenzodioxins and
dibenzofurans) [Note that in the case of nitrosamines both fresh and stored samples should
be analyzed.) , - ‘ ' :

Complete and detajled description of each siep in analytical method used 1o analyze above
samples

Statement of precision and accuracy of analytical method used 10 analyze above samples
Identities and quantities (including mean and siandard deviation) provided for each analvzed
ingredient :

The test material is to be the purest pesticidal grade commercially produced prior to
intentional addition of inerts. Generally, this test material is the same as that used for
certain rontarget and human hazard testing and is idemtical to, or equivalent 10 the wdhnical
grade. Any differences from the tast substance used for hazard testing should be noted.

Criteria marked with 3 * are supplemental and may not be required for every study.
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